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REGULATION  OF  HUMAN  TISSUE  BANKS 


FRIDAY,  OCTOBER  15,  1993 

House  of  Representatives, 
Subcommittee  on  Regulation,  Business 

Opportunities,  and  Technology, 

Committee  on  Small  Business, 

Washington,  DC. 

The  subcommittee  met,  pursuant  to  notice,  at  9:36  a.m.,  in  room 
2359-A,  Rayburn  House  Office  Building,  Hon.  Ron  Wyden  (chair- 
man of  the  subcommittee)  presiding. 

Chairman  Wyden.  The  subcommittee  will  come  to  order. 

Today,  the  Subcommittee  on  Regulation,  Business  Opportunities 
and  Technology  examines  the  need  for  Federal  regulation  of 
human  tissue  banks  to  ensure  the  safe  and  effective  use  of  human 
tissue  used  for  medical  treatment. 

[The  information  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Most  of  these  tissue  banks  are  small  business- 
es, many  of  them  heavily  dependent  on  the  development  and  use  of 
ground-breaking  new  technologies.  This  year,  hundreds  of  thou- 
sands of  human  tissue  transplant  procedures  will  be  performed 
using  bone,  heart  valves,  corneas,  arteries,  skin  and  ligaments. 

In  just  a  few  years,  human  tissue  transplantation  has  gone  from 
the  realm  of  science  fiction  into  virtually  an  omnipresent  medical 
reality.  Unfortunately,  as  tissue  transplants  have  increased,  so 
have  questions  about  quality  and  safety  assurance. 

At  present,  there  are  no  industry-wide  controls  on  how  tissues 
are  collected,  treated  or  tracked  in  order  to  protect  the  recipient. 
There  is  no  uniform  system  for  processing  or  storing  tissues. 
Health  professionals  and  tissue  bank  managers  are  not  required  to 
report  disease  transmission  or  transplant  failures.  The  window  for 
possible  transmission  of  infectious  disease  is  simply  open  too  wide. 

In  just  one  case,  involving  just  one  donor,  tissues  distributed  by 
one  major  bank  in  Virginia  resulted  in  HIV  transmission  to  a 
number  of  recipients  across  the  country.  At  least  three  of  those 
persons  have  died  from  AIDS  complications.  Importantly,  some  of 
that  infected  tissue  is  still  unaccounted  for.  The  subcommittee  has 
learned  that  one  unsuspecting  —  and  so  far  unidentified  —  recipi- 
ent has  had  this  tainted  material  transplanted  inside  their  body. 

The  Chair  would  like  to  cite  another  example  of  the  gaping  holes 
in  the  tissue  transplant  safety  net.  A  telefax  that  was  obtained  by 
this  subcommittee  indicates  that  a  tissue  marketer  in  the  former 
Soviet  Republics,  the  Baltic  Tissue  Bank,  has  advertised  the  avail- 
ability for  sale  of  a  butcher's  list  of  donated  tissues,  prices  at- 
tached. 

(1) 


[The  information  may  be  found  in  the  appendix.] 

Chairman  Wyden.  The  fine  print  indicates  that  the  so-called 
"products"  have  not  always  been  collected  under  sanitary  condi- 
tions. Nevertheless,  these  products  and  others  from  Central  and 
South  America,  and  other  overseas  locations,  are  now  being  mar- 
keted directly  to  U.S.  physicians  without  the  provision  of  any 
health  records  on  the  donor,  or  data  on  the  methods  by  which  the 
tissues  have  been  treated  and  preserved. 

This  is  obviously  more  than  a  bit  unsettling.  Who  were  the 
donors,  how  did  they  live?  What  were  their  health  problems  and 
how  did  they  die? 

It  is  simply  time  to  stop  gambling  against  the  odds  when  health 
officials  fail  to  test  tissue.  The  transmission  of  HIV,  Hepatitis-C 
and  Creutzfeldt-Jakob  disease  has  dealt  a  painful  blow  to  the  safety 
reputation  of  tissue  transplants. 

It  is  unacceptable  that  the  U.S.  health  system  cannot  locate  in- 
fected patients  because  tissue  was  not  tracked. 

Inadequate  donor  screening  is  unfair  to  patients.  Rendering 
transplanted  tissues  useless  by  over-freezing  for  preservation,  or  by 
zapping  the  tissues  with  too  many  gamma  rays  to  irradiate  disease 
are  practices  that  must  be  stopped.  In  addition,  it  is  essential  that 
there  be  further  scrutiny  of  sterilization  methods  in  use  which  can 
leave  cancer-causing  residues. 

The  tissue  bank  industry  is  booming,  but  without  common  rules 
and  standards.  Inadequate  regulation  of  tissue  banks  leaves  too 
much  room  for  poor  surgical  outcomes,  serious  injury,  and  even 
death. 

Our  Government  has  learned  tragic  safety  lessons  about  the  need 
to  stop  the  spread  of  infectious  disease  through  preventive  meas- 
ures. A  case  in  point  is  the  long  and  difficult  struggle  to  develop 
regulation  for  the  safety  of  blood  and  blood  products.  Donor  screen- 
ing and  testing  may  not  eliminate  all  of  the  risk  associated  with 
human  tissue  transplantation,  but  it  certainly  can  dramatically  in- 
crease the  odds  for  a  healthy  outcome. 

Today,  the  subcommittee  begins  a  dialog  with  the  field's  princi- 
pal providers  and  public  officials  toward  the  development  of  a  sen- 
sible regulatory  system  which  protects  patients  receiving  trans- 
planted tissue. 

The  industry  and  Federal  regulators  must  work  together  to  stop 
the  practices  that  damage  tissue  and  render  it  useless.  Additional 
research  is  needed  to  explain  how  human  tissue  does  its  job,  and  to 
determine  the  best  ways  of  handling  transplant  material. 

For  tissue  like  heart  valves,  this  country  cannot  afford  to  need- 
lessly reduce  durability,  especially  when  the  patients  are  children. 

Without  the  development  of  mandatory  standards  and  practices, 
bsised  on  good  science,  suspect  tissues  will  be  thrown  away.  Donors' 
families  making  the  last  great  gift  from  a  loved  one  will  be  further 
frustrated  and  discouraged. 

Those  who  collect,  process  and  store  tissues  must  be  trained  with 
a  standard  that  protects  the  public's  health  and  trust.  Today,  the 
level  and  quality  of  such  training  is  up  to  the  individual  provider. 
Some  may  train  their  employees  intensively,  while  others  may  not. 
But  there  are  no  industry-wide  standards  for  continuing  education 


and  certification  of  the  lab  technicians  that  would  be  relevant  at 
the  500  to  600  tissue  banks  now  in  operation. 

The  current  pick-and-choose,  slap-dash  style  of  Federal  regula- 
tion for  heart  valves,  dura  mater  and  corneas  has  offered  little  ben- 
efit to  the  public. 

For  example,  heart  valves  have  now  been  pulled  into  the  regula- 
tory jigsaw  of  medical  devices.  This  has  generated  lawsuits  and  dis- 
rupted patient  care.  The  import  block  on  suspicious  dura  mater 
and  the  call  for  premarket  approval  applications  for  cornea  tissue 
has  not  produced  a  significant  health  and  safety  dividend. 

Instead,  this  patchwork  quilt  response  by  the  Government  and 
the  resulting  uncertainty  have  acted  as  a  regulatory  brake  on 
needed  research  and  development  in  the  industry. 

It  is  time  to  address  this  issue  comprehensively,  and  implement 
solutions  that  make  sense  for  the  public  interest  and  for  the  tissue 
bank  industry. 

A  handful  of  States  have  begun  to  regulate  tissue  banking  in  one 
form  or  another.  In  response  to  a  questionnaire  sent  by  the  State  of 
New  York,  25  States  responded  they  had  no  requirements. 

Dr.  David  Kessler,  Commissioner  of  the  U.S.  Food  and  Drug  Ad- 
ministration wrote  this  subcommittee  in  July,  citing  safety  and 
health  problems,  both  real  and  potential,  in  the  tissue  transplant 
industry.  His  letter,  which  will  be  submitted  for  the  record,  argued, 
and  I  quote,  "the  general  need  for  greater  oversight  for  all  human 
tissue." 

[Dr.  Kessler's  letter  may  be  found  in  the  appendix.] 

Chairman  Wyden.  The  FDA  must  promote  what  helps  and  pre- 
vent what  hurts.  I  would  also  like  to  note  that  the  FDA  has  worked 
very  cooperatively  with  this  subcommittee.  I  think  Senator  Simon 
would  agree,  as  well,  and  we  are  looking  forward  to  hearing  from 
him  in  a  moment.  He  will  get  a  more  formal  introduction  in  a 
minute  or  two. 

But  clearly  the  FDA  must  impose  rules,  and  substandard  provid- 
ers must  either  reform  or  leave  the  business. 

The  subcommittee  is  going  to  hear  testimony  from  physicians,  in- 
dustry representatives  and  the  FDA  on  the  need  for  regulation  of 
human  tissue  banking.  We  will  discuss  legislation  proposed  by  the 
Chair.  Senator  Simon  and  I  have  worked  very  closely  on  legislation 
for  some  time  now,  with  both  the  House  and  the  Senate  \yorking  to 
put  in  place  a  reasonable  regulatory  program.  We  are  going  to  dis- 
cuss safety  issues  such  as  donor  screening,  testing  and  tracking  and 
look  at  the  need  to  require  the  use  of  basic  minimum  practices  to 
ensure  the  methods  used  to  collect,  process,  distribute  and  store 
tissue  that  are  in  the  public  interest. 

Our  proposed  legislation  is  an  attempt  to  work  with  these  issues 
in  a  rational  way,  rather  than  to  drag  tissue  banking  into  a  regula- 
tory thicket  which  can  threaten  its  survival  or  innovation  in  a 
promising  field.  Our  aim  is  to  establish  a  level  field  for  both  for- 
profit  and  nonprofit  providers,  with  ground  rules  that  protect  the 
public  from  unnecessary  pitfalls. 

[Chairman  Wyden's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Before  we  introduce  Senator  Simon,  let  me 
recognize  our  friend,  Larry  Combest,  who  has  worked  very  closely 


with  us  on  these  issues,  which  are  in  no  way  or  shape  a  partisan 
matter. 

Larry,  we  welcome  you  with  all  of  your  involvement. 

Mr.  CoMBEST.  Thank  you,  Mr.  Chairman.  I  must  say  that  while  I 
do  know  a  little  about  small  business,  my  expertise  in  the  tissue 
transplantation  field  is  in  its  early  stages.  Today,  we  are  likely  to 
hear  strong  arguments  made  for  the  immediate  need  for  Federal 
regulatory  safeguards  for  the  tissue  bank  industry.  We  can  all 
agree  that  all  patients  should  have  complete  confidence  that,  when 
needed,  they  will  have  access  to  high-quality,  safe  tissue.  How  we 
might  craft  a  system  that  create  this  is  safety  is  what  I  hope  will 
result  from  today's  hearings. 

It  is  also  important  to  note  that  Federal  health  officials  strongly 
emphasize  that  the  transmission  of  infectious  diseases  through 
tissue  transplantation  has  been  quite  rare,  and  thus  they  believe  it 
is  not  a  major  threat  to  the  public  health.  It  is  my  understanding 
that  FDA  could  step  in  immediately  if  they  felt  that  public  health 
and  safety  was  at  risk. 

As  a  Member  of  the  Small  Business  Committee,  I  believe  that  if 
the  Federal  Government  does  regulate  tissue  transplants,  we  must 
ensure  that  it  is  done  efficiently  and  even-handedly.  While  safety  is 
paramount,  I  have  seen  too  many  examples  of  the  heavy  hands  of 
Washington  bureaucrats  crushing  the  ingenuity  of  young  entrepre- 
neurs. 

The  budding  biotechnology  field  is  expanding  at  such  a  rapid 
rate  I  fear  that  a  stringent,  inflexible  regulatory  system  might 
smother  what  is  truly  one  of  America's  most  promising  growth  in- 
dustries. 

I  must  say  that  it  is  unique  that  although  these  issues  are  very 
complex  there  appears  to  be  much  common  ground  in  attempting 
to  improve  the  system. 

Mr.  Chairman,  I  look  forward  to  today's  hearing. 

[Mr.  Combest's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  I  thank  the  gentleman. 

The  gentleman  from  Virginia. 

Mr.  SisiSKY.  Thank  you,  Mr.  Chairman.  I  have  no  prepared  state- 
ment. 

I  would  like  to  welcome  my  former  colleague  and  old  —  I 
shouldn't  say  old,  that  is  not  nice  to  do  —  but  my  friend.  Senator 
Simon,  who  has  taken  the  lead,  really,  in  Congress  on  this  issue.  I 
congratulate  you,  Mr.  Chairman,  for  taking  the  lead  in  the  House. 

You  also  mentioned  one  of  the  problems  was  in  Virginia.  Well, 
that  got  my  interest,  too.  I  had  to  leave  a  meeting  to  come  down  to 
this  hearing,  and  I  have  to  go  back  to  a  meeting,  so  I  apologize  for 
that,  but  I  was  delighted  to  see  Scott  Bottenfield,  who  is  with  the 
Virginia  Beach,  Virginia,  facility  of  LifeNet.  He  is  really  one  of  the 
good  guys  who  is  supportive  of  efforts  to  improve  safety  in  this 
field. 

I  congratulate  you  and  all  the  rest  of  you  for  being  here  today, 
and  hopefully  we  will  have  a  good  hearing.  I  apologize  again  for 
having  to  leave  so  early. 

Chairman  Wyden.  I  thank  my  colleague. 


The  gentleman  from  Massachusetts,  who  represents  an  area  with 
many  high  technology  companies  and  a  long-standing  interest  in 
biotechnology,  we  recognize  you. 

Mr.  ToRKiLDSEN.  Thank  you  —  and  some  of  the  best  medical  fa- 
cilities in  the  world,  as  well.  In  the  interests  of  time,  I  won't  have 
an  opening  statement.  I  just  want  to  welcome  Senator  Simon,  the 
many  distinguished  panel  guests  you  have  scheduled,  Mr.  Chair- 
man; so  I  commend  you  for  that  and  look  forward  to  hearing  what 
everyone  has  to  say  today. 

Thank  you. 

Chairman  Wyden.  I  thank  my  colleague.  It  is  as  a  special  pleas- 
ure to  welcome  a  long-time  friend,  Senator  Paul  Simon,  who  among 
his  many  claims  to  fame  is  a  native  of  Eugene,  Oregon,  where  I 
have  spent  many  wonderful  days. 

Senator  Simon.  I  don't  stress  that  in  Illinois. 

Chairman  Wyden.  We  will  stress  it  in  Oregon,  and  you  can 
downplay  it  in  southern  Illinois.  But  Senator  Simon,  as  I  think  our 
colleagues  on  both  sides  of  the  aisle  know,  is  one  of  the  most  re- 
spected Members  of  Congress,  and  we  very  much  appreciate  his  in- 
volvement. 

Senator,  you  should  know  that  over  here  Chairman  Waxman  and 
Chairman  Dingell  have  been  very  involved  in  the  discussions  that 
we  have  had  with  your  staff,  as  well.  I  think  we  are  all  moving  on 
the  same  track  in  working  with  the  Food  and  Drug  Administration 
to  address  this  issue,  and  to  do  it  in  a  fashion  that  touches  on  the 
important  comment  made  by  our  colleagTie,  Congressman  Combest. 
The  challenge  here  is  to  ensure  that  the  public  safety  is  protected 
while  at  the  same  time  not  to  use  cumbersome,  onerous  Federal 
regulation  which  could  strangle  innovation.  I  think  we  are  all 
moving  on  that  same  path. 

We  will  make  your  prepared  remarks  a  part  of  the  record,  and 
please  proceed  as  you  would  like. 

TESTIMONY  OF  HON.  PAUL  SIMON,  A  UNITED  STATES  SENATOR 
FROM  THE  STATE  OF  ILLINOIS 

Senator  Simon.  I  thank  you,  and  I  do  appreciate  your  entering 
my  remarks  in  the  record. 

First,  I  want  to  commend  you  for  your  leadership  in  the  House 
on  this.  It  is  good  to  be  here  with  former  colleagues  and  good  to  be 
back  over  here  in  the  House.  Our  staffs  are  working  together  and 
my  guess  is,  the  end  product  you  have  is  going  to  be  very  similar  to 
the  end  product  that  we  have 

Chairman  Wyden.  That  is  correct. 

Senator  Simon,  [continuing],  and  we  should  not  have  a  great  deal 
of  difficulty  in  working  this  out. 

I  think  I  would  say  to  the  Ranking  Member,  I  think  we  have  to 
pay  attention  to  the  tissue  bank  community,  to  their  interests  most 
in  the  profit  and  not-for-profit  sector;  and  I  think  we  can  do  that 
and  come  up  with  something  that  they  will  support.  In  fact,  the 
one  thing  that  is  clear  from  all  of  this  is,  there  is  widespread  sup- 
port for  doing  something.  We  recognize  there  is  a  problem. 

I  got  into  this  very  accidentally,  I  guess  like  you  get  into  most 
legislation.  The  University  of  Chicago  came  to  me  and  said  that  the 
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FDA  said  that  a  human  heart  valve  had  to  be  classified  as  a  Class 
III  medical  device.  Well,  a  human  heart  valve  is  not  a  medical 
device,  and  it  presented  all  kinds  of  problems.  I  asked  Dr.  Kessler 
to  come  to  my  office  and  met  with  him,  and  he  said  that  is  the  only 
way  we  can  regulate  what  goes  on  in  the  human  heart  valve  field. 

Well,  I  discovered  the  whole  area  of  human  tissue  is  unregulated 
and  we  have  problems,  just  no  question  about  it.  The  FDA  says  so, 
the  tissue  bank  community  says  so,  physicians  have  said  so.  We 
simply  can't  regulate  human  tissue  as  technical  devices.  It  is  just 
totsdly  impractical. 

It  does  result  —  you  mentioned  the  HIV  cases;  it  is  not  only  the 
HIV  cases,  and  we  shouldn't  frighten  people.  The  huge  majority  of 
tissue  transplants  today  are  safe.  But  they  are  not  as  safe  as  they 
ought  to  be.  That  is  the  reality. 

It  is  also,  for  example,  the  chemicals  that  are  used  for  storage 
purposes.  Some  of  these  chemicals  are  carcinogenic.  Patients  don't 
know  this,  and  there  is  no  regulation  of  how  you  store,  how  you 
process. 

So  we  have  drafted  legislation  that,  first  of  all,  registers  tissue 
banks  so  we  don't  just  have  fly-by-night  people  who  see  an  opportu- 
nity, whether  they  are  in  the  Baltics  or  wherever  they  are,  to  get 
into  this  business.  Second,  that  you  have  donor  screening  and  that 
you  track  what  happens  if  Paul  Simon  dies,  and  I  leave  —  if  there 
is  anything  worth  saving  out  of  Paul  Simon  when  I  am  gone, 
people  can  track  that  and  they  know  who  the  donor  is,  what  prob- 
lems I  had,  and  a  physician  can  make  reasoned  judgments.  That  is 
just  not  possible  today. 

That  means  that  if  the  gentleman  from  Massachusetts  has  a 
sudden  need  for  a  tissue  transplant,  you  are  taking  more  of  a  risk 
than  you  should  be  taking.  We  simply  have  to  do  better  than  we 
have  been  doing.  There  ought  to  be  uniform  screening. 

There  will  be  an  initial  cost  in  terms  of  setting  this  up,  and  that 
may  be  $5  million  or  so.  I  don't  know  what  the  precise  figure  is, 
and  the  FDA  can  come  up  with  something  a  little  more  precise 
than  that,  but  roughly  $5  million.  But  after  that,  user  fees  should 
take  care  of  it  and  there  should  be  no  problem  in  terms  of  funding. 

We  are  not  talking  about  anything  that  is  going  to  cost  a  great 
deal  of  irioney.  It  should  end  up  costing  the  Federal  Government  no 
money. 

My  legislation,  as  we  have  —  and  I  think  yours  is  very  similar  — 
simply  rescinds  regulations  that  say  human  tissue  is  a  mechanical 
device.  It  is  just  not.  You  can  say  a  horse  is  a  cow,  but  it  doesn't 
make  a  horse  a  cow,  and  you  simply  aren't  getting  the  kind  of  reg- 
ulation that  you  need.  We  need  all  tissue  to  be  properly  labeled  in 
addition  to  being  monitored.  We  need  flexibility.  But  it  seems  to 
me  that  we  ought  to  be  able  to  work  something  out. 

Also,  my  legislation  calls  for  a  National  Tissue  Standard  Adviso- 
ry Committee.  That  would  be  appointed  by  the  FDA  to  involve 
some  of  the  people  in  the  business,  as  well  as  physicians  and  others 
who  utilize  human  tissue. 

We  also  have  to  have  some  —  this  is  something  we  are  working 
on  now  —  privacy  for  people  who  develop  special  techniques  that 
may  result  in  some  profit,  and  we  want  to  encourage  those  develop- 


ments  rather  than  discourage  those  developments.  But  we  can't 
have  privacy  so  great  that  we  can't  protect  the  public. 

That  is  basically  it.  This  is  a  piece  of  legislation  that  ought  to  be 
passed  in  a  bipartisan  way  without  any  great  difficulty.  I  think  the 
question  is  —  and  the  questions  you  will  face  in  your  hearing  today 
are  the  technical  questions,  how  we  draft  the  legislation.  We  want 
to  make  sure  we  do  it  in  a  responsible  way.  But  I  wish  I  could  have 
more  legislation  that  was  as  free  of  controversy  as  this  particular 
piece  of  legislation  is. 

[Senator  Simon's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Well,  Senator,  thank  you  and  thank  you  for 
all  the  work  you  are  doing. 

I  really  have  only  one  question.  I  think  we  all  know  that  nothing 
is  free.  It  is  essential  to  raise  a  small  amount  of  money,  and  I  share 
your  view  that  it  is  important  to  work  with  the  industry  and  the 
FDA  in  terms  of  arriving  at  some  reasonable  user  fee;  and  I  think 
that,  if  it  is  reasonable,  even  some  of  those  such  as  the  small  non- 
profit tissue  banks  can  work  with  us  and  still  ensure  that  they  are 
running  a  good  program. 

What  is  your  sense  in  terms  of  how  much  money  would  be 
needed  and  any  further  thoughts  you  have  in  terms  of  addressing 
this  user  fee  issue? 

Senator  Simon.  My  feeling  is,  it  ought  to  be  on  a  pay-as-you-go 
basis  and  we  are  talking  about  a  small  fee  that  would  be  part  of 
where  we  are  going.  One  of  the  things,  because  of  the  lack  of  regu- 
lation, we  don't  have  any  accurate  count  in  terms  of  how  often  this 
procedure  is  used,  however  often  human  tissue  is  used,  but  we  are 
talking  about  a  total  cost,  just  to  set  it  up,  of  about  $5  million;  and 
assuming  that  once  you  have  it  set  up,  the  ongoing  costs  are  some- 
what less  than  that,  you  are  talking  about  a  modest  fee  of  well 
under  $100  in  terms  of  what  may  be  charged.  So  I  don't  think  the 
cost  is  a  major  factor  here. 

Chairman  Wyden.  Well,  I  appreciate  that  and  I  want  to  be  very 
sensitive  in  our  discussions  with  the  tissue  banks;  we  have  said 
that  as  well.  There  has  been  discussion  about  looking  at  a  percent- 
age of  the  gross  revenues  of  each  bank,  some  sort  of  pay-as-you-go 
system,  and  I  think  with  the  FDA  we  can  resolve  this  issue  quickly. 

Senator  Simon.  I  don't  think  there  should  be  a  major  problem. 

Chairman  Wyden.  The  gentleman  from  Texas. 

Mr.  CoMBEST.  Thank  you,  Mr.  Chairman. 

Senator,  I  think  you  certainly  hit  on  those  areas  of  screening  of 
mandatory  tracking,  of  those  things  that  are  certainly  common 
among  all  of  those  involved  in  tissue  transplantation,  something 
which  is  needed. 

I  am  not  an  attorney.  Let  me  ask  you  a  question  from  the 

Senator  Simon.  That  is  two  of  us,  I  might  add. 

Mr.  CoMBEST.  I  apologize.  I  thought  you  were. 

Senator  Simon.  I  serve  on  the  Judiciary  Committee.  My  wife  is 
one.  My  daughter  is  one. 

Mr.  CoMBEST.  That  is  probably  a  great  place  to  be  as  a  nonattor- 
ney  is  on  the  Judiciary  Committee. 

Well,  you  may  not  be  able  to  answer  this,  but  what  I  was,  we  will 
be  trying  to  look  at  further  today  —  one  of  the  things  I  would  be 
interested  in  —  I  don't  want  in  this  —  these  hearings  and  in  the 
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discussion  for  people  to  think  that,  and  I  recognize  while  there  is 
no  specific  Federal  mandated  regulations  that  pull  all  of  the  tissue 
banks  into  the  same  exact  criteria,  that  I  think  it  is  fairly  common 
in  the  industry  for  there  to  be  self-testing. 

The  industry  is  trying  to  maintain  a  very  high  standard,  and 
again  I  want  —  as  you  had  indicated,  don't  want  people  to  all  of  a 
sudden  feel  like  there  is  this  huge  fear  out  that  while  there  is  cer- 
tainly some  need  to  do  some  things  to  ensure  even  further  safety 
and  additional  safety,  that  this  is  not  an  industry  which  is  running 
amuck,  but  the  liability  aspect  that  an  individual  who  would  be  a 
tissue  recipient  would  have  against  the  provider  would  not  be  re- 
stricted, because  there  is  not  a  Federal  regulation  governing  it, 
would  there? 

Senator  Simon.  This  —  our  legislation  will  not  change  the  liabil- 
ity picture  at  all. 

Mr.  CoMBEST.  That  still  is  there  today  and  would  continue  the 
same  as  before? 

Senator  Simon.  That  is  correct;  except  for  the  viewpoint  of  the 
responsible  tissue  bank,  this  decreases  the  prospects  of  liability.  So 
from  the  viewpoint  of  liability,  this  legislation  is  a  great  as  set;  and 
you  are  correct,  the  large  majority  of  people  in  this  field  are  doing 
a  good  job  now. 

That  is  not  true  of  everyone  in  this  field.  It  is  like  any  unregulat- 
ed field,  some  people  see  a  chance  to  make  some  profit;  and  they 
can  operate  out  of  their  kitchen  and  put  things  in  the  kitchen  re- 
frigerator along  with  the  milk  and  potatoes  and  everj^hing  else. 

We  just  have  to  make  sure  that  we  are  doing  the  right  kind  of  a 
job. 

Mr.  CoMBEST.  I  don't  want  to  go  to  their  house  for  dinner  or  any- 
thing. But  that  is  true,  and  unfortunately  that  is,  many  times,  the 
instance,  I  think.  In  a  lot  of  areas,  it  is  a  few  of  the  bad  apples  that 
cause  a  problem,  even  I  suppose  in  our  business;  most  all  of  our 
colleagues  are  trying  to  do  well,  and  yet  we  all  seem  to  have  the 
same  sort  of  cloud  occasionally  hanging  over  us. 

Senator  Simon.  That  is  true  only  in  the  House,  yes. 

Mr.  CoMBEST.  I  recognize  that  those  of  you  who  have  been  there 
and  moved  on  to  the  higher  body  recognize  that  sooner  than  any- 
body. I  do  appreciate  you  being  here  Senator.  Thank  you. 

Chairman  Wyden.  The  gentleman  from  Massachusetts. 

Mr.  ToRKiLDSEN.  No  questions,  Mr.  Chairman. 

Chairman  Wyden.  I  thank  my  colleague.  Senator  Simon.  It  is  a 
pleasure  to  be  working  with  you.  I  think  we  are  going  to  have  this 
legislation  on  the  President's  desk  over  the  next  few  months  as  we 
begin  to  pull  the  House  and  Senate  together;  and  as  always,  it  has 
been  great  to  work  with  you. 

Senator  Simon.  I  thank  you  very,  very  much.  It  is  always  a  pleas- 
ure to  work  with  you. 

I  would  just  add,  you  mention  getting  it  over  in  the  next  few 
months.  There  is  always  a  tendency  to  sometimes  let  things  get 
piled  up  at  the  end  of  the  session  —  it  is  like  when  we  were  stu- 
dents, we  studied  for  the  final  exam  just  those  last  few  days  —  and 
something  like  this  can  easily  get  lost.  So  if  we  can  move  ahead  in 
the  next  few  months,  I  think  it  is  for  the  protection  of  the  public 
and  for  everyone's  best  interest. 
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Chairman  Wyden.  I  thought  it  better  not  to  put  a  March  31 
deadhne  on  it.  I  think  we  have  done  a  lot  of  the  work.  I  think  what 
is  really  striking  today  is  how  much  support  there  is  in  the  indus- 
try for  this  legislation  and  our  joint  efforts.  . 

Senator  Simon.  Absolutely. 

Chairman  Wyden.  We  will  move  vigorously,  and  thank  you  very 
much. 

Senator  Simon.  Thank  you  very,  very  much.  Good  to  be  with  you. 

Chairman  Wyden.  Our  next  panel  is  Bernard  A.  Rineberg,  M.D., 
president  of  the  American  Academy  of  Orthopaedic  Surgeons; 
Henry  J.  Mankin,  M.D.,  Department  of  Orthopaedics,  Massachu- 
setts General  Hospital;  Bruce  Stroever,  president  of  the  Musculos- 
keletal Transplant  Foundation;  Steve  Patten,  R.N.,  president  of  the 
Organ  Tissue  Bank  in  Portland. 

If  all  of  you  will  come  forward,  gentlemen,  we  welcome  you.  It  is 
the  practice  of  this  subcommittee  to  swear  all  the  witnesses  who 
come  before  us.  Do  any  of  you  have  any  objection  to  being  sworn? 

[Witnesses  sworn.] 

Chairman  Wyden.  We  are  going  to  put  your  prepared  remarks 
into  the  record  in  their  entirety.  I  know  that  it  is  always  almost  a 
biological  urging  to  read  one's  statement,  and  to  the  extent  you  can 
just  talk  to  us  for  5  minutes  or  so,  I  think  that  would  be  very  much 
appreciated. 

Dr.  Rineberg,  why  don't  we  begin  with  you.  Welcome. 

TESTIMONY  OF  BERNARD  A.  RINEBERG,  M.D.,  PRESIDENT, 
AMERICAN  ACADEMY  OF  ORTHOPAEDIC  SURGEONS 

Dr.  Rineberg.  Good  morning,  Mr.  Chairman,  and  thank  you  very 
much  for  the  opportunity  to  appear  before  your  subcommittee 
today.  I  am  Bernard  A.  Rineberg,  president  of  the  American  Acade- 
my of  Orthopaedic  Surgeons.  I  am  a  practicing  orthopaedist  in  New 
Brunswick,  New  Jersey,  and  I  am  accompanied  today  by  my  distin- 
guished colleague.  Dr.  Henry  Mankin. 

Chairman  Wyden.  Doctor,  I  am  sorry,  could  you  push  that  micro- 
phone a  little  bit  more  in  front  of  you?  Thank  you. 

Dr.  Rineberg.  Thank  you. 

I  am  accompanied  today  by  my  distinguished  colleague.  Dr. 
Henry  J.  Mankin,  the  Edith  M.  Ashley  professor  of  Orthopaedic 
Surgery  at  Harvard  Medical  School  and  Orthopaedist-in-Chief  at 
the  Massachusetts  General  Hospital. 

With  a  membership  of  over  16,000  in  the  United  States,  the 
American  Academy  of  Orthopaedic  Surgeons  is  the  largest  medical 
organization  for  musculoskeletal  specialties.  All  of  our  members 
have  completed  medical  school  and  at  least  5  years  in  specialty 
training  in  orthopaedics  in  an  accredited  residency  program, 
passed  a  comprehensive  oral  and  written  exam,  and  have  been  cer- 
tified by  the  American  Board  of  Orthopaedic  Surgery. 

The  American  Academy  of  Orthopaedic  Surgeons  supports  your 
legislation  to  provide  uniform  standards  for  tissue  banking  prac- 
tices and  processing  in  order  to  ensure  the  safety  of  our  patients 
from  the  transmission  of  disease.  We  believe  that  these  standards 
must  be  devised  in  close  consultation  with  the  medical  professions 
and  organizations  within  the  tissue  transplantation  network,  and 
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we  are  pleased  to  provide  testimony  to  your  subcommittee  on  this 
subject. 

When  compared  to  any  other  medical  specialty,  orthopaedic  sur- 
geons have  performed  the  majority  of  human  tissue  and  bone 
transplantations.  Musculoskeletal  allografts,  which  include  bone, 
cartilage,  tendon,  and  ligament,  have  been  successfully  and  safely 
used  clinically  to  address  the  reconstructive  needs  of  hundreds  of 
thousands  of  patients  each  year.  An  allograft  can  be  defined  as  the 
transfer  of  body  tissue  from  one  individual  to  another,  and  the 
donor  may  or  may  not  have  been  deceased. 

While  the  incidence  of  transferring  serious  disease  is  very  low, 
we  advocate  the  need  for  careful  donor  screening  and  the  regula- 
tion of  tissue  processing  in  order  to  eliminate  the  risk  to  our  pa- 
tients. 

The  risk  of  HIV  transmission  has  significantly  heightened  the 
public  awareness  of  the  transmission  of  disease.  However,  there  is 
a  need  for  enforceable  standards  for  tissue  banking  practices  which 
is  much  more  comprehensive  than  just  the  screening  for  AIDS. 
There  are  a  number  of  other  infectious  diseases  and  conditions 
which  the  donor  must  be  tested  for,  including  hepatitis,  syphilis, 
and  viral  infections;  and  any  regulatory  scheme  should  ensure  the 
traceability  of  all  transplanted  tissues. 

The  academy  supports  a  comprehensive  and  consistent  method 
for  the  regulation  of  tissue  and  tissue  banking  rather  than  a  tissue- 
by-tissue  approach,  as  has  been  mentioned  in  the  last  few  minutes. 
In  the  past,  we  have  witnessed  regulatory  inconsistencies  which 
have  sometimes  labeled  tissue  and  bone  as  a  medical  device,  some- 
times a  drug  and  sometimes  as  biological  material.  We  believe  that 
human  tissue  should  be  treated  as  a  biologic  product  and  we  hope 
that  your  legislation  may  lay  the  proper  foundation  for  a  unique 
regulatory  scheme  for  biological  implants  in  the  future. 

Mr.  Chairman,  your  legislation  is  limited  in  scope  to  ensuring 
the  safety  of  tissue  with  regard  to  the  transmission  of  disease  and 
was  not  broadened  to  cover  the  efficacy  of  tissue  transplantation 
itself.  It  is  for  that  reason  —  it  is  for  the  reason  that  for  more  than 
three  decades  orthopaedic  surgeons  have  demonstrated  a  record  of 
clinical  successes  with  tissue  transplantation.  Because  of  the  histo- 
ry of  the  biology  of  human  tissue  and  bone,  we  strongly  believe  it  is 
unnecessary  to  treat  human  tissue  and  bone  as  a  medical  device, 
especially  a  class  III  device  requiring  premarket  approval  and  the 
gathering  of  clinical  data. 

Such  an  approach,  we  submit,  ignores  our  clinical  successes  as 
well  as  places  an  undue  burden  on  both  the  donors  and  recipients 
of  human  tissue.  Our  primary  focus  should  be  on  the  safety  of 
tissue  with  regard  to  the  transmission  of  disease,  not  on  the  effica- 
cy of  these  procedures  which  have  long  been  demonstrated  to  be 
safe  and  effective. 

We  believe  that  your  legislation  takes  the  necessary  steps  to 
ensure  the  safe  screening  of  human  tissue  without  impeding  with 
undue  regulation  the  scientific  developments  in  the  field  of  biologi- 
cal implants  and  without  compromising  the  availability  of  human 
tissue.  As  biomedical  technology  advances  during  the  next  several 
years,  more  transplants  will  be  a  combination  of  human  tissue  and 
synthetic  products,  such  as  growth  factors.  There  will  be  a  need  for 
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regulatory  flexibility  and  consistency  to  adjust  to  the  changes  in 
these  biological  implants,  as  well  as  in  banking  practices,  such  as 
involving  a  new  tissue  or  a  new  processing  technique. 

In  recognition  of  these  scientific  and  medical  advancements,  in 
December,  the  academy  —  the  American  Academy  of  Orthopaedic 
Surgeons  will  be  sponsoring  a  conference  between  the  Food  and 
Drug  Administration  and  the  orthopaedic  community  so  that  we 
may  share  information  and  ideas  on  the  use  and  regulation  of  bio- 
logical implants. 

We  believe  that  that  dialog  developed  at  this  conference  will  be 
particularly  important  in  obtaining  a  better  understanding  of  the 
classification  and  regulation  of  biological  implants,  as  the  line  be- 
tween biologies  and  medical  devices  becomes  further  blurred 
through  the  advancement  of  medical  technology. 

As  orthopaedic  surgeons,  our  primary  goal  is  to  foster  patient 
safety  and  ensure  the  best  quality  care  for  our  patients  who  receive 
tissue  and  bone  implants.  The  academy,  Mr.  Chairman,  stands 
ready  to  continue  to  work  with  your  subcommittee  to  enact  the 
most  effective  legislation  to  achieve  this  objective. 

Chairman  Wyden.  Doctor,  thank  you.  This  is  very  helpful  and 
we  are  appreciative  of  your  organization's  support. 

[Dr.  Rineberg's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Dr.  Mankin,  why  don't  we  take  your  testimo- 
ny, and  keeping  you  on  the  5-minute  rule,  we  can  still  make  the 
vote  and  then  come  right  back.  Welcome. 

Dr.  Mankin.  That  is  a  vote? 

Chairman  Wyden.  But  we  have  5  minutes.  Please  proceed  and 
get  that  microphone. 

TESTIMONY  OF  HENRY  J.  MANKIN,  M.D.,  CHIEF,  DEPARTMENT  OF 
ORTHOPAEDICS,  MASSACHUSETTS  GENERAL  HOSPITAL, 
BOSTON,  MASSACHUSETTS 

Dr.  Mankin.  All  right.  My  name  is  Henry  Mankin,  and  I  am  at 
Harvard  Medical  School  and  in  the  orthopaedic  service  at  Massa- 
chusetts General  Hospital.  I  actually  am  responsible  for  developing 
the  MGH  bone  bank,  which  has  been  in  business  since  1973.  From 
1971  to  the  present,  our  orthopaedic  oncology  team  which  has  im- 
planted almost  800  fresh  frozen  bone  and  cartilage  grafts  in  limb- 
sparing  procedures  for  patients  with  malignant  bone  tumors,  many 
cases  where  amputation  or  some  other  device  which  was  —  would 
be  of  uncertain  outcome  were  the  alternative.  Our  success  rate  up 
to  this  point  is  80  percent,  and  about  78  percent  of  193  patients 
who  had  their  grafts  in  place  for  10  or  more  years  still  rate  them- 
selves, as  do  we,  as  good  or  excellent. 

Now,  we  are  very  conscious  and  aware  of  transmission  of  disease. 
We  really  are  very  concerned  about  it.  Our  record  and  our  bone 
bank  is  quite  good.  We  are  very  happy  with  that,  but  we  wish  to 
address  what  we  think  is  the  appropriate  group  of  things  that  have 
to  be  done;  and  there  are  four  issues  we  think  are  important  in  re- 
lation to  bone  banking. 

The  first  is,  we  need  some  standards  for  screening  of  allografts 
for  diseases  transmissible  from  donor  to  host.  I  don't  think  it  is  just 
Jakob-Creutzfeldt  or  HIV;  there  are  a  whole  bunch  of  other  things: 
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Hepatitis  C  and  B,  cytomegalovirus,  EBV,  et  cetera,  including 
syphilis. 

Now,  what  we  propose  for  that  and  based  on  our  experience,  we 
think  that  the  following  tests  should  be  done:  A  careful  review  of 
historical  data,  physical  examinations,  laboratory  imaging  studies 
prior  to  procurement.  Special  attention  should  be  paid  to  such 
issues  as  neoplasia,  infectious  processes,  viral  infections,  toxic  sub- 
stance ingestion  or  occult  disease. 

Second,  bacterial  cultures  should  be  obtained  from  the  graft  tis- 
sues and  analyzed  for  all  forms  of  infectious  agents. 

Third,  donor  blood  should  be  obtained  and  studied  for  antibody  to 
HIV-1  and  HIV-2.  Currently,  we  believe  that  the  antigen  test  is  a 
little  bit  excessive  in  terms  of  false  positives,  but  narrows  the 
window;  and  the  PCR  suggests  a  very  high  percentage  of  success, 
very  few  false  positives  and  a  reduction  in  the  window  period.  As 
soon  as  these  tests  are  standardized  and  appropriate,  they  should 
be  added  directly  to  our  armamentarium. 

The  donor  blood  should  be  subjected  to  testing  for  hepatitis  B 
and  C,  both  for  the  surface  antigen  and  the  core  antigen  and  anti- 
body to  hepatitis  C,  which  is  the  second  generation. 

Donor  blood  should  be  tested  for  syphilis  by  the  FTA  and  body 
absorption  technique.  It  is  a  rare  transmission;  I  don't  think  it  ever 
happens,  but  it  is  bad  way  to  get  the  disease. 

Blood  should  be  banked  on  every  donor  and  made  available  for 
subsequent  testing  as  necessary. 

For  living  donors,  the  person  providing  the  graft  material  should 
be  subsequently  tested  for  virus  infection  and  the  donated  parts 
should  be  quarantined  in  the  interim. 

For  nonliving  donors,  complete  autopsy  is  recommended  and  the 
results  should  be  sent  to  the  bank  for  analysis  and  filing. 

Now,  the  second  issue  is  tissue  processing  methodology  to  reduce 
risks  of  transmission  of  donor  disease  to  the  host. 

There  are  four  ways  to  treat  tissues,  and  one  of  them,  we  feel, 
ethylene  oxide  sterilization,  is  currently  inappropriate.  We  think 
freezing  and  drying  is  a  good  system  and  reduces  the  reaction  by 
the  host,  but  it  renders  the  bone  not  strong  enough  and  you  can't 
transplant  cartilage  which  is  essential  for  joint  transplantation. 

Our  best  results  right  now  would  be  given  by  fresh  freezing 
which  gives  you  the  least  —  a  small  amount  of  host  rejection  as  a 
moderate  increase  for  potential  in  disease  transmission  but  with 
the  tests  we  did  and  we  do,  probably  reduces  it  to  a  very,  very  low 
minimum. 

It  is  best  in  strength.  Cartilage,  irradiation  reduces  the  strength; 
under  certain  circumstances  that  is  appropriate,  and  I  would  like 
to  then  make  the  following  two  recommendations: 

All  grafts  should  be  subjected  to  some  form  of  treatment.  Freez- 
ing and  drying  or  freezing  and  drying  with  radiation  to  two  megar- 
ads  is  appropriate  for  small  segments  to  be  used  in  reconstruction 
where  structural  stability  or  joint  reconstruction  is  not  the  goal. 

For  large  segments,  freezing  at  minus  80  degrees  is  acceptable, 
but  can  be  augmented  with  up  to  2  megarads  of  radiation  when  the 
need  for  viable  cartilage  is  not  anticipated. 

The  third  point  I  would  like  to  make  is  that  we  must  have  some 
communication  between  bankers  and  users,  and  what  I  am  saying 
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is  that  we  have  to  provide  the  user  physician  with  all  the  informa- 
tion we  know  about  that  donor.  They,  in  turn  —  that  user  physi- 
cian must  be  responsible  for  returning  the  information  on  the  way 
that  graft  was  accepted,  and  the  outcome,  to  us.  That  must  be  a 
very  important  part  of  this  system. 

Finally,  I  have  to  say  a  word  or  two  about  banking  activities  in 
the  United  States.  We  believe  rather  strongly  in  the  free  enterprise 
system  as  the  appropriate  feature  of  the  American  way,  et  cetera, 
but  it  seems  to  us  that  banking  of  skeletal  parts  should  be  done  in 
centers  where  there  are  individuals  who  are  interested,  knowledge- 
able, and  experienced  in  dealing  with  all  forms  of  procurement, 
storage,  recordkeeping,  and  dispensing. 

We  think  that  these  grafts  —  these  graft  sites,  these  banks, 
should  be  registered  and  regulated;  and  designated  banks  should 
meet  standards  that  are  set  by  the  committees  and  kept  —  and 
records  should  be  kept.  Now,  more  importantly  than  that,  there 
should  be  a  networking  between  those  banks  so  that  they  can  pro- 
vide the  best  possible  material  for  our  patients. 

Thank  you. 

[Dr.  Mankin's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Doctor,  your  testimony  is  very  helpful  and  my 
apologies  for  being  short.  We  are  going  to  have  some  questions,  and 
we  will  see  if  we  can  still  make  this  vote  and  be  right  back. 

[Recess.] 

Chairman  Wyden.  The  subcommittee  will  come  to  order. 

Let  me  apologize  again  to  our  guests,  and  I  think  now  we  have  a 
chance  for  possibly  an  hour  of  uninterrupted  discussion. 

Dr.  Mankin,  our  apologies  especially  to  you. 

Let  us  proceed  with  our  witnesses. 

Again,  Dr.  Stroever,  welcome.  If  you  would,  we  will  make  your 
prepared  remarks  a  part  of  the  record.  If  you  could  highlight  in  5 
minutes  or  so  your  principal  concerns,  that  would  be  helpful. 

TESTIMONY  OF  BRUCE  W.  STROEVER,  PRESIDENT, 
MUSCULOSKELETAL  TRANSPLANT  FOUNDATION 

Dr.  Stroever.  Thank  you.  ,^ 

Mr.  Chairman  and  Members  of  the  subcommittee,"!  am  Bruce 
Stroever  and  I  am  the  president  of  the  Musculoskeletal  Transplant 
Foundation.  The  foundation  is  a  consortium  of  academic  medical 
institutions,  organ  procurement  organizations  and  other  tissue  re- 
covery agencies  involved  in  the  recovery  and  distribution  of  muscu- 
loskeletal tissues  and  the  support  of  research  in  this  field. 

The  foundation  works  with  24  different  recovery  agencies  from 
New  York  to  Hawaii,  including  22  OPO's.  We  are  an  OPO-oriented 
tissue  bank  with  95  percent  of  our  donors  resulting  from  referrals 
from  OPO's  and  some  70  percent  of  our  donors  actually  recovered 
by  OPO  personnel. 

We  take  full  responsibility  for  all  aspects  of  recovery,  processing 
and  distribution,  and  provide  all  the  training,  equipment,  supplies 
and  personnel  that  are  necessary.  Each  program  that  works  with 
the  foundation  must  follow  our  recovery  standards;  we  enforce  this 
requirement  through  the  use  of  formal  contracts,  quality  assurance 
measures,  and  audit  procedures. 
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While  we  plan  the  processing  of  each  donor,  all  of  the  musculos- 
keletal tissue  distributed  by  the  foundation  is  processed  by  Osteo- 
tech,  a  large  for-profit  processor  in  New  Jersey.  Osteotech  also 
processes  tissues  for  the  American  Red  Cross  and  Eurotransplant. 

In  addition  to  our  broad  range  of  recovery  activities,  we  also  dis- 
tribute tissue  to  over  1,400  hospitals  and  2,000  dentists  and  perio- 
dontists nationwide.  Based  on  the  typical  estimate  of  350,000  trans- 
plants per  year,  the  foundation  provides  approximately  25  percent 
of  the  musculoskeletal  tissues  used  in  the  United  States.  I  believe 
that  our  structure  as  an  independent,  membership  organization, 
our  national  scope,  and  the  fact  that  we  have  a  foot  in  both  the 
organ  and  tissue  fields,  provides  the  foundation  with  a  unique  and 
well-balanced  view  of  the  tissue  banking  field. 

More  than  2  years  ago,  Bill  Anderson  of  LifeNet  and  I  discussed 
our  growing  concern  over  some  questionable  practices  in  the  tissue 
field.  We  invited  approximately  10  other  tissue  bankers  to  meet 
with  us  in  Washington  to  discuss  this  subject  and  invited  several 
attorneys  to  attend  and  explain  what  action  we  might  take. 

I  don't  want  to  be  a  sensationalist  and  I  don't  want  to  alarm  the 
public  or  the  tissue-using  community.  Remember  that  with  hun- 
dreds of  thousands  of  transplants  annually,  and  more  than  1  mil- 
lion in  the  last  3  years  alone,  the  number  of  disease  transmission 
incidents  can  be  counted  on  one  hand.  There  are  occasions,  though, 
when  tissue  banks  take  inappropriate  risks  or  use  poor  judgment 
or  skirt  the  ethical  confines  of  this  field. 

Some  of  the  issues  we  were  concerned  with  include: 

Importation  of  processed  tissue  that  failed  structurally  in  pa- 
tients following  transplantation.  One  such  case  was  reported  at  a 
meeting  of  neurological  surgeons  in  April  of  this  year. 

Sterilization  of  tissues  with  nonvalidated  processes,  no  guarantee 
of  sterility,  yet  labeled  sterile. 

Recovery  of  tissues  far  outside  the  time  guidelines  suggested,  al- 
though not  able  to  be  enforced,  by  the  AATB.  While  24  hours  is  the 
generally  accepted  limit  in  this  field,  some  banks  were  recovering 
tissues  at  up  to  36  hours. 

The  distribution  of  tissues  by  for-profit  companies. 

The  recovery  by  an  agency  of  tissues  from  a  donor  that  was  pre- 
viously rejected  by  another  agency.  If  agency  one  thought  the 
donor  was  inappropriate,  why  didn't  agency  two? 

The  disconnection  between  the  agency  which  recovered  the  tis- 
sues from  a  donor,  the  agency  that  processed  these  tissues,  and  the 
agency  that  distributed  them.  This  raised  concerns  related  to  the 
tracking  of  tissues,  the  ethics  of  buying  and  selling  tissues,  and 
who  actually  has  responsibility  for  the  quality  of  this  dish. 

During  our  meeting,  we  learned  that  while  in  some  of  these  cases 
the  National  Organ  Transplant  Act  of  1984  may  have  been  violat- 
ed, it  was  unlikely  that  any  legal  action  would  be  initiated  by  the 
Justice  Department.  In  some  of  the  other  examples  listed,  no  laws 
were  broken  because  there  were  no  Federal  laws  governing  tissue 
banking.  It  is  largely  a  self-regulating  industry. 

I  have  read  Senator  Simon's  1992  bill.  I  have  heard  Dr.  Strobos 
and  other  FDA  staff  outline  the  agency's  viewpoint;  and  I  read  a 
draft  of  the  bill  proposed  by  Representative  Wyden.  I  believe  that, 
for  the  most  part,  all  of  these  proposals  are  headed  in  the  right  di- 
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rection,  but  I  would  like  to  caution  both  the  executive  and  legisla- 
tive branches  to  proceed  very  carefully;  this  is  a  very  fragile  field 
and  well-intentioned  but  inappropriate  legislation  could  do  it  seri- 
ous harm. 

One  such  area  of  concern  is  the  independent  regulation  of  agen- 
cies which  only  recover  tissue  as  a  contract  service  to  other  tissue 
banks.  Donation  occurs  infrequently,  and  in  some  parts  of  the 
country  it  is  financially  impractical  to  have  a  full-time  recovery 
team  on  call  24  hours  a  day  to  recover  donors  that  only  happen 
once  a  month. 

This  is  particularly  true  in  rural  areas  or  in  States  where  the 
population  centers  are  widely  dispersed.  As  a  consequence,  many 
tissue  banks  or  recovery  agencies  employ  part-time  or  per-diem 
staff  for  recoveries  who  are  typically  surgeons,  surgical  residents, 
nurses  and  O.R.  techs.  The  training  and  oversight  of  these  individ- 
uals is  or  should  be  the  responsibility  of  the  bank  which  distributes 
this  tissue.  To  regulate  these  individuals  as  independent  tissue 
banks  might  drive  many  of  them  out  of  the  field,  forcing  tissue 
banks  to  abandon  parts  of  the  country  for  tissue  recovery. 

The  goal  of  this  legislation  should  be  to  prevent  unsafe  tissue 
from  being  transplanted.  This  can  be  most  effectively  achieved  by 
regulating  directly  the  processors  and  distributors  of  tissue  and  re- 
quiring that  they  have  the  appropriate  safeguards  over  their, 
quote,  "suppliers,"  as  is  necessary.  Regulating  recovery  agencies  in- 
dependently or  recovery  individuals  independently  will  not  add  to 
the  safety  of  the  tissue  transplanted  and  may,  in  fact,  reduce  the 
availability  of  those  very  tissues. 

Please  understand,  I  am  not  saying  that  recovery  of  tissues 
should  be  exempt  from  licensing  requirements,  only  that  the  orga- 
nization which  holds  the  license  need  not  be  the  individual  who 
performs  the  recovery.  Someone  has  to  have  overall  responsibility 
for  the  tissue  which  is  distributed. 

I  offer  this  only  as  one  example  of  the  negative  effects  which 
might  radiate  from  legislation  which  doesn't  take  into  account  the 
unique  nature  of  the  tissue  industry.  I  urge  the  committee  and  its 
staff  to  continue  to  speak  with  individuals  with  broad  and  different 
backgrounds  in  the  organ  and  tissue  fields  to  test  what  impact  this 
legislation  will  have  on  every  aspect  of  tissue  banking.  Tissue 
banking  is  not  at  all  what  it  was  10  years  ago  or  even  5  years  ago. 
While  small  regional  banks  that  perform  their  own  recovery,  proc- 
essing, and  distribution  used  to  be  the  norm,  they  are  contributing 
a  smaller  and  smaller  percentage  of  tissue  to  the  surgical  commu- 
nity each  year. 

This  field  is  changing  dramatically,  and  while  I  know  that  this  is 
not  welcome  news  to  many  in  tissue  banking,  it  is  a  fact.  This  legis- 
lation can  do  a  great  deal  to  guide  that  change. 

Thank  you. 

Chairman  Wyden.  Thank  you  very  much,  Dr.  Stroever. 

We  also  have  our  friend  and  colleague,  Mr.  Huffington,  who  has 
joined  us. 

Before  Dr.  Patten  goes  forward  with  his  testimony,  Mr.  Huffing- 
ton, is  there  anything  that  you  wanted  to  offer  in  the  way  of 

Mr.  Huffington.  No,  I  am  just  here  to  listen. 
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Chairman  Wyden.  I  thank  you  and  we  appreciate  your  involve- 
ment. 

Dr.  Patten,  we  welcome  you,  and  take  special  pleasure  in  know- 
ing that  you  come  from  Oregon's  Third  congressional  District,  a 
great  congressional  district  by  any  calculation. 

We  will  make  your  prepared  remarks  a  part  of  the  hearing 
record  in  their  entirety  and  thank  you  for  your  involvement  and 
coming  to  meet  with  me  in  my  office,  as  well,  so  that  we  can  get  a 
good  perspective  from  the  front  lines. 

Please  proceed. 

TESTIMONY  OF  STEVE  PATTEN,  DIRECTOR,  OREGON  TISSUE 

BANK 

Dr.  Patten.  Thank  you. 

Mr.  Chairman,  members  of  the  committees,  ladies  and  gentle- 
men, I  am  Stephen  Patten,  director  of  the  Oregon  Tissue  Bank  lo- 
cated in  Portland,  Oregon.  I  have  been  directly  involved  in  tissue 
banking  since  1981.  The  Oregon  Tissue  Bank  is  only  one  of  six  non- 
profit organizations  currently  performing  under  the  IDE  for 
human  heart  valves. 

I  personally  have  been  associated  with  numerous  committees 
within  the  American  Association  of  Tissue  Banks,  including  the 
Standards  Committee,  Chairman  of  the  Personnel  Training  and 
Certification  Committee,  and  most  recently  as  Chairman  of  the  Ac- 
creditation Committee  from  1988  to  1993.  I  am  currently  serving  as 
a  Chairman  of  the  Skin  Council  for  the  American  Association  of 
Tissue  Banks. 

In  my  testimony,  I  will  be  addressing  five  major  cornerstones  of 
the  proposed  legislation.  These  five  major  areas  should  not  be  con- 
sidered as  exclusive  to  other  concerns,  however  each  of  these  areas 
must  be  addressed  clearly  and  concisely. 

One  of  the  primary  concerns  within  the  tissue  banking  communi- 
ty is  the  lack  of  knowledge  regarding  the  number  of  tissue  banks 
and  their  scope  of  practice.  I  have  personally  heard  there  are  any- 
where between  100  and  800  tissue  banks  in  the  United  States. 
Some  tissue  banks  could  be  as  small  as  a  hospital  operating  room, 
banking  a  single  surgical  femoral  head  per  year. 

It  is  very  disconcerting  to  the  tissue  banking  community  to  real- 
ize that  organizations  who  are  participating  in  the  practice  of 
tissue  banking,  have  no  knowledge  that  their  behavior  is  even  con- 
sidered tissue  banking.  I  would  appeal  to  this  committee  to  initiate 
the  registration  of  all  organizations  as  soon  as  possible.  Only  after 
a  firm  handle  on  the  number  of  organizations  participating  in 
tissue  banking  practices  is  established,  can  the  impact  and  poten- 
tial for  regulation  be  understood. 

Licensing  of  tissue  banks  is  a  second  step  in  protecting  public 
safety  in  regards  to  tissue  banking.  As  stated  in  the  discussion 
draft,  good  tissue  banking  practices  may  be  established  by  regula- 
tion. I  feel  that  this  is  mandatory,  that  good  tissue  banking  prac- 
tices be  established  and  followed  by  all  tissue  banks.  The  Oregon 
Tissue  Bank  has  always  pursued  the  highest  standard  of  tissue 
banking  practices  and  was  the  fourth  bank  accredited  by  the  Amer- 
ican Association  of  Tissue  Banks. 
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Currently,  the  Oregon  Tissue  Bank  is  following  federally  man- 
dated Good  manufacturing  practices  for  class  III  medical  devices 
due  to  the  regulation  of  human  heart  valves.  Compliance  with  good 
information  practices  has  been  laborious  and  costly,  implementa- 
tion of  these  practices  have  improved  our  policies  procedures  and 
practices.  However,  words  such  as  validation,  qualification  and 
even  quality  assurance  programs  are  relatively  new  to  many  tissue 
banks  across  the  country.  There  is  no  doubt  in  my  mind  that  the 
implementation  of  good  tissue  banking  practices  will  benefit  recipi- 
ents of  these  tissues. 

There  are  many  areas  of  concern  that  need  to  be  addressed  when 
good  tissue  banking  practices  are  developed.  First  and  foremost  of 
these  concerns  is  that  good  tissue  banking  practices  must  adequate- 
ly address  donor  suitability.  Good  manufacturing  practices  for  class 
III  medical  devices  grossly  underemphasize  or  totally  neglect  the 
importance  of  donor  screening.  Every  donor  is  unique  and  each  of 
those  unique  donors  affects  the  process  of  donor  to  recipient  differ- 
ently. 

We  cannot  control  the  manufacturing  of  the  human  body.  We 
can,  however,  control  the  donor  screening  process.  Time,  energy 
and  emphasis  must  be  placed  on  this  single  important  area  of  legis- 
lation. If  donor  screening  is  adequately  addressed  in  good  tissue 
banking  practices,  we  will  be  able  to  decrease  the  risk  of  disease 
transmission.  This  portion  of  good  tissue  banking  practices,  while 
the  most  important,  is  also  the  least  costly. 

The  second  area  of  concern  with  the  development  of  good  tissue 
banking  practice  is  they  must  be  uniform  for  all  tissues.  My  largest 
concern  with  regulation  has  been  that  human  heart  valves  be  regu- 
lated as  a  class  III  medical  device,  bone  as  a  class  II  medical  device, 
skin  as  a  biological,  and  demineralized  bone  as  a  drug.  It  becomes 
ludicrous  for  a  tissue  bank  to  follow  different  regulatory  practices 
with  regards  to  a  single  donor.  Good  tissue  banking  practices  must 
be  uniform  and  inclusive  of  all  tissue.  Very  concise  definitions 
must  be  developed  to  ensure  that  tissues  do  not  become  regulated 
by  multiple  divisions  within  the  FDA. 

Good  tissue  banking  practices  which  are  developed  appropriately, 
addressing  all  the  issues  in  concise  and  appropriate  legislation,  will 
help  in  this  process. 

The  proposed  function  of  the  advisory  committee  suggests  that 
they  would  be  intimately  involved  with  the  development  of  stand- 
ards and  regulations  concerning  tissue  banks.  It  is  therefore  imper- 
ative that  the  composition  of  this  advisory  committee  contain  ele- 
ments of  the  tissue  banking  community. 

Most  people  would  argue,  and  I  would  partly  agree,  that  the 
reason  for  having  tissue  bankers  on  this  advisory  committee  is  to 
ensure  that  they  are  practical  —  that  legislation  is  practical  and 
the  ability  to  implement  the  standards.  I,  however,  feel  that  the 
primary  reason  to  include  tissue  bankers  is  that  they  are  the  ones 
which  have  the  basis  of  expertise  and  knowledge  to  adequately  ad- 
dress the  issues  of  safety  and  effectiveness  of  human  tissue  for 
transplantation . 

Implementation  of  good  tissue  banking  practices  are  only  effec- 
tive if  they  are  devised  in  a  manner  which  clearly  fits  tissue  banks 
and  address  the  areas  of  concern  for  public  safety  and  effective 
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tissue.  Without  employing  the  knowledge  and  expertise  of  active 
tissue  bankers,  good  tissue  banking  practices  could  be  developed 
and  which  would  —  good  tissue  banking  practices  could  be  devel- 
oped which  could  become  the  square  hole  of  the  round  peg  for 
tissue  banks.  It  is  not  a  matter  of  making  standards  that  would  be 
easy  to  comply  with  or  that  are  inexpensive,  but  rather  standards 
must  be  developed  that  adequately  address  the  problems  facing 
tissue  banks  today  and  in  the  future. 

Preenactment  status  for  tissue  in  current  use  needs  to  be  specifi- 
cally addressed  in  this  legislation.  Again,  well-defined  definitions  of 
current  tissues  in  use  must  be  established  to  prevent  the  require- 
ment of  IDE  and  PMA.  Many  tissues  have  histories  of  up  to  and 
beyond  30  years  of  use.  Excellent  clinical  outcomes  of  skin,  bone 
and  heart  valves  is  clear  within  the  literature.  Due  to  our  changing 
environment  with  the  increase  of  transmissible  disease,  not  only 
AIDS  but  more  predominantly  hepatitis,  regulation  must  be  devel- 
oped to  protect  the  safety  of  the  public.  New  types  of  tissues  should 
be  required  to  demonstrate  not  only  their  safety,  but  their  effec- 
tiveness. 

Preenactment  of  tissues  currently  in  use  is  a  mandatory  part  of 
this  legislation. 

Cost  and  regulation  seems  to  go  hand  in  hand.  I  personally  be- 
lieve that  we  cannot  associate  cost  with  the  appropriate  regulation. 
The  cost  to  the  public  is  too  great  if  we  do  not  appropriately  regu- 
late the  tissue  banking  community.  The  Oregon  Tissue  Bank  has 
felt  the  cost  of  regulating  human  heart  valves  under  good  manufac- 
turing practices  of  class  III  medical  devices.  Inappropriate  regula- 
tion is  costly. 

Regulation  without  benefit  to  the  public  is  costly.  Underregula- 
tion  is  costly  to  the  public.  Appropriate,  effective,  clear  and  concise 
regulation  demands  resources,  however,  it  does  not  have  to  be 
costly. 

Some  tissue  banks  will  no  longer  process  tissue  due  to  the  cost  of 
regulation.  Meeting  good  tissue  banking  practices  would  be  onerous 
to  some  organizations.  Those  banks  that  are  not  able  to  rise  to  the 
appropriate  regulation  requirements  will  do  little  to  reduce  the 
availability  of  tissue.  As  we  speak,  many  organizations  are  consoli- 
dating or  making  cooperative  agreements  to  position  themselves 
for  compliance  with  this  legislation. 

User  fees  are  another  potential  cost  of  regulation.  Before  user 
fees  can  be  determined,  registration  of  all  tissue  banks  needs  to  be 
performed.  Unlike  most  industries,  the  majority  of  tissue  banks  are 
nonprofit  organizations.  The  potential  for  user  fees  to  become  a 
burden  to  tissue  banks  is  real.  User  fees  must  be  carefully  designed 
if  they  are  to  be  used  at  all. 

One  of  the  greatest  risks  to  increasing  the  cost  of  regulation  is 
when  regulation  becomes  adversarial.  When  collaborative  and  co- 
operation are  the  primary  means  to  establish  regulation,  the  cost 
can  be  greatly  reduced.  Adversarial  regulation  leads  to  costly  liti- 
gation. Collaborative  regulation  breeds  cooperation,  appropriate 
regulation  and  reasonable  costs. 

Appropriate  regulations  will  demand  resources  and  efforts  on  the 
part  of  the  tissue  banking  organizations,  by  reducing  the  cost  of  po- 
tential disease  transmission  to  the  public. 
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Thank  you. 

[Dr.  Patten's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Dr.  Patten,  thank  you,  an  excellent  presenta- 
tion. 

All  of  you  have  been  very  helpful  and  I  will  have  some  questions. 
But  first  I  want  to  let  my  colleagues  start,  beginning  with  Mr. 
Combest. 

Mr.  Combest.  Thank  you,  Mr.  Chairman. 

We  apologize  for  not  being  able  to  be  here  for  all  of  your  testimo- 
ny. There  are  other  things  that  are  happening  but  it  doesn't  indi- 
cate a  lack  of  interest. 

Just  a  couple  of  areas  that  I  would  be  interested  to  see  if  those  of 
you  who  are  very  familiar  and  worked  in  this  area,  happen  to  also 
might  be  able  to  shed  some  light  on. 

There  have  been  a  number  of  references  made  today  by  varieties 
of  people  of  the  large  number  of  tissue  transplants  that  have  been 
done,  relatively  few  problems  that  have  arisen.  Are  any  or  all  of 
you  fairly  specifically  familiar  with  some  of  those  problems? 

The  point  I  would  like  to  get  to  is  to  try  to  make  for  certain  that 
proposed  regulatory  changes,  I  am  concerned  as  you  have  indicat- 
ed, that  good  regulation  done  right,  can  be  helpful.  That  seems  to 
be  a  rarity  many  times.  I  have  countless  numbers  of  people  in  vari- 
eties of  fields  that  feel  they  are  very  overregulated  and  that  it  is  a 
detriment  rather  than  an  assistance. 

The  point  in  this  would  be  that  in  those  instances  where  you 
might  be  aware  that  there  have  been  some  problems,  some  of  these 
few  problems  in  the  past,  would  the  proposed  regulatory  action 
have  prevented  that  had  it  been  in  place  prior  to  the  time  of  those 
problems  existing  or  occurring? 

Dr.  Mankin.  I  can  start  out  with  the  two  circumstances  related 
to  bone.  There  have  been  two  transmissions  of  HIV  by  bone  trans- 
plants. Both  of  these  would  have  been  changed  —  would  have  not 
occurred,  had  there  been  first  of  all  —  the  first  case  was  dumb. 

It  was  just  an  error  on  the  part  of  the  transplant  people  in 
taking  a  part  without  any  really  testing  on  someone  who  was  sick 
at  the  time  with  a  virus  disease.  That  would  never  have  occurred 
with  the  history  and  so  on. 

The  second  case,  with  using  the  modern  technology,  a  PCR,  prob- 
ably would  have  been  picked  up  and  not  transmitted.  That  person 
would  not  have  been  used.  The  window  is  now  down  using  PCR,  to 
a  couple  of  days.  That  would  have  not  occurred  likely. 

Now  those  are  the  only  two  cases  that  we  have  for  HIV  in  bone. 
Now  I  can't  speak  for  valves  and  I  can't  speak  for  —  well,  I  guess 
you  and  I  can  speak  for  the  same  thing,  it  is  the  same  cases  for  us. 

Mr.  Combest.  Is  there  anyone  else  who  wants  to  comment  on 
that? 

Dr.  Stroever.  I  think  one  thing  that  really  can't  be  addressed  in 
the  regulation  is  a  question  of  evolving  technologies.  Tests  that 
were  not  available  in  1985  are  available  in  1993.  So  to  the  degree 
that  you  screen  to  the  best  of  your  abilities  at  a  certain  time 
period,  doesn't  mean  that  you  can  find  everything.  It  is  a  question 
of  the  limit  of  the  technology. 

I  think  that  was  the  CEises  in  one  of  the  example  that  I  believe 
will  be  discussed  later  today,  where  the  technology  has  evolved.  I 
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don't  know  that  any  regulation  really  can  anticipate  that  or  can 
predict  what  changes  technology  will  have. 

Dr.  Patten.  However,  the  transmission  of  AIDS  from  one  bank 
and  also  the  follow-up  with  the  transmission  of  hepatitis  C,  came 
from  two  banks  that  are  basically  following  good  tissue  banking 
practices.  What  this  becomes,  to  me,  the  scariest,  they  are  the  ones 
that  looked  for  the  problem  and  found  it.  If  you  don't  set  up  regula- 
tions that  demands  that  people  look  at  what  they  are  doing,  we 
might  have  problems  out  there  that  we  don't  know  about. 

Mr.  CoMBEST.  How  standard,  to  those  of  you  who  are  witnesses  at 
this  panel  that  might  be  familiar  with,  how  standardized  is  the 
process  of  the  donor  procedure?  Does  it  widely  vary  between  banks 
as  to  what  information  and  what  kind  of  background  they  try  to 
obtain  from  a  donor? 

Dr.  Patten.  It  depends  on  what  the  bank  is.  Again,  banks  that 
follow  the  American  Association  of  Tissue  Bank  Standards — — 

Mr.  Combest.  Right.  I  would  assume,  yes,  within  the 

Dr.  Patten.  That  is  another  tough  one.  We  can  only  evaluate 
that  for  banks  that  voluntarily  submit  themselves  to  accreditation. 
There  are  currently  50  banks  that  are  accredited  by  the  American 
Association  of  Tissue  Banks,  and  as  we  have  heard,  there  is  up  to 
600  banks  out  there.  We  don't  know  what  practices  they  are  using. 

Mr.  Combest.  One  other  just 

Chairman  Wyden.  Would  the  gentleman  yield  on  that  point? 

Mr.  Combest.  Sure. 

Chairman  Wyden.  I  think  the  gentleman  is  making  a  very  im- 
portant point  in  this  matter  of  the  number  of  cases  of  disease 
transmission  and  the  like,  can  all  be  debated,  no  one  questions  the 
fact  that  it  is  small.  What  I  find  so  troubling  is  the  point  you  made, 
Dr.  Patten.  We  really  don't  know  what  is  happening  out  there, 
given  the  fact  that  there  are  so  many  banks.  You  have  even  indi- 
cated a  small  number  are  registered.  Given  that  fact,  apart  from 
the  matter  of  disease  transmission,  there  are  substantial  questions 
about  the  effectiveness  of  the  tissue  transplants.  Those  are  the 
questions  that  are  at  the  heart  of  what  we  want  to  work  with  you 
all  on  as  we  try  to  go  forward  with  our  legislation. 

So  I  think  the  point  you  are  making  and  the  exchange  with  my 
friend  is  a  very  helpful  one  and  I  thank  him  for  yielding. 

Mr.  Combest.  Sure,  Mr.  Chairman.  I  am  somewhat  familiar  — 
again,  this  is  an  area  that  obviously  those  of  us  who  don't  deal  in 
this  for  a  livelihood  or  for  some  specific  reason,  this  is  new  terri- 
tory. I  am  familiar  with  blood  bank  operations  in  my  district  that  I 
have  visited  and  I  am  very,  very  impressed. 

The  reason  I  asked  the  question  about  the  source  or  the  informa- 
tion that  was  obtained  from  the  donor  and  how  much  of  a  practice 
there  might  be  within  the  industry  that  is  right  now  basically  self- 
policing  or  self-regulating,  was  the  extent  of  the  information  that 
an  individual  provided  as  they  were  donating  blood.  Even  down  to 
the  final  test,  being  that  individual  by  not  being  even  able  to  iden- 
tify them,  if  there  was  any  problem  which  they  felt  they  should 
come  forward  with  to  prevent  any  possibility  of  fear  of  embarrass- 
ment or  personal  problem,  could  basically  cancel  out  the  use  of 
their  own  blood  that  they  had  donated.  It  was  just  going  over  back- 
ward to  try  to  prevent  obvious  problems  from  being  there. 
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I  have  not  heard  from  these  blood  banks  about  a  concern  of  over- 
regulation.  Their  safety  is  a  main  factor.  I  realize  that  tissue  trans- 
plants are  going  to  be  somewhat  different  than  this,  but  in  my 
mind,  what  I  would  like  to  see  is  if  there  is  going  to  be  regulation. 
Federal  regulation  that  governs  this  on  a  mandatory  basis  nation- 
wide, that  the  end  result  would  be  something  similar  to  what  there 
seems  to  be  in  blood  banks  today,  in  terms  of  protection  and  in 
terms  of  being  able  to  try  to  prevent  disease  and  the  process  and 
the  testing  that  has  gone  on,  and  on  and  on  in  every  sample  that 
comes  in. 

It  is  quite  impressive.  That  would  be  where  I  would  hope  the  goal 
would  be.  I  don't  know  how  many  areas  there  may  be  common  in 
this,  but  I  would  hope  that  might  be  a  model  that  could  be  used  to 
look  toward  in  trying  to  set  up  the  regulations  that  would  be  gov- 
erning tissue  banks  in  the  future. 

Thanks,  Mr.  Chairman. 

Chairman  Wyden.  I  thank  the  gentleman. 

The  gentleman  from  Massachusetts. 

Mr.  ToRKiLDSEN.  Thank  you,  Mr.  Chairman.  Again,  I  would  like 
it  thank  the  witnesses  for  their  testimony.  I  appreciate  the  ques- 
tions from  my  colleague  from  Texas. 

Just  a  point,  that  as  we  are  formulating  this  and  we  look  toward 
continued  improvements  in  technology  so  that  what  we  set  up 
today,  hopefully,  what  we  set  up  from  this,  will  not  constrict  us 
from  accepting  new  technological  improvements  in  future  years, 
weneed  to  be  able  to  adjust  as  technology  improves,  as  tests  become 
more  reliable,  quicker,  so  we  will  be  able  to  test  for  things  that  per- 
haps we  can't  test  for  now.  We  should  have  that  flexibility  so  that 
we  are  not  putting  a  straitjacket  on  today,  but  we  are  really  initiat- 
ing something  that  is  going  to  help  us  for  many  years  to  come. 

But  I  want  to  thank  all  of  you  because  I  appreciated  your  com- 
ments very  much.  Thank  you. 

Chairman  Wyden.  The  gentleman  from  California. 

Mr.  HuFFiNGTON.  Mr.  Chairman,  all  of  us,  I  think,  are  concerned 
about  overregulation,  but  at  the  same  time,  we  are  concerned 
about  no  regulation  when  it  comes  to  health  care.  If  we  put  our- 
selves in  the  position  of  a  patient  who  is  getting  a  transplant,  I 
think  all  of  us  would  want  to  make  sure  that  we  didn't  have  some- 
thing that  had  a  HIV  virus  in  it.  So  I  am  very  supportive  of  this 
committee  looking  into  this.  I  hope  we  can  come  up  with  something 
that  is  fair  to  the  industry  but  also  uniform  across  the  industry. 
The  only  question  I  had  was  a  statement  you  had  that  maybe 
either  you  or  they  could  expound  upon.  It  was  something  about 
having  too  many  gamma  rays  to  irradiate  disease,  a  practice  that 
must  be  stopped.  I  am  unfamiliar  with  the  term,  so  I  would  like  to 
find  out  a  little  bit  more  about  it. 

Chairman  Wyden.  Let  us  have  one  of  our  experts  address  it, 
rather  than 

Dr.  Mankin.  Well,  the  problem  is  that  it  is  theoretically  possible 
to  eliminate  all  bacterial  and  all  viral  disease  by  radiation.  The 
amount  of  radiation  that  is  required  to  do  that  is  in  the  megarads. 
What  you  get  in  an  X-ray  is  —  an  X-ray  of  your  chest  is  five  rads. 
Now  we  are  talking  about  millions  of  rads. 
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Now,  the  amount  of  megarad  that  is  required  to  really  essential- 
ly kill  all  the  bacteria,  ever5^hing  in  it,  is  upwards  of  three  and 
four  megarads,  which  is  an  enormous  dose  of  X-ray.  But  it  damages 
the  collagen  structure  of  the  bone.  So  the  bone,  if  we  are  talking 
about  bone  or  we  are  talking  about  tissues,  or  I  suspect  heart 
valves,  I  don't  know  enough  about  heart  valves,  but  it  actually  de- 
stroys the  integrity  of  the  material  and  weakens  it  so  badly  that  it 
is  ineffective  in  what  we  are  doing.  So  if  you  stay  below  two  megar- 
ads, it  is  possible  your  trade-off,  it  is  not  as  good  as  four,  but  it 
keeps  the  tissue  reasonably  whole. 

Mr.  ToRKiLDSEN.  So  it  is  a  practice  you  agree  should  be  stopped 
then? 

Dr.  Mankin.  Well,  for  selected  circumstances,  if  you  stay  below 
two,  I  think  that  is  a  very  appropriate  thing  to  do  and  we  do  it.  I 
think  the  others  do  as  well. 

Mr.  ToRKiLDSEN.  But  above  that  level 

Dr.  Mankin.  Above  that  level,  it  becomes  very  difficult  to  use  the 
tissue  after  that. 

Mr.  TORKILDSEN.  Thank  you. 

Thank  you,  Mr.  Chairman. 

Chairman  Wyden.  I  thank  the  gentleman. 

Just  so  we  are  clear  on  that,  Dr.  Mankin,  this  is  the  kind  of  area 
that  you  would  like  to  see  an  effort  to  try  to  come  up  with  a  con- 
sensus or  standard  kind  of  approach;  is  it  not? 

Dr.  Mankin.  Yes.  I  believe  that,  as  my  colleague  pointed  out, 
that  the  advisory  committee  to  this  system  is  the  key.  That  some 
people  who  are  in  the  field  who  are  bankers  and  in  fact  physicians 
who  use  the  parts,  and  consumers,  I  think  it  is  very  appropriate  to 
have  someone  who  has  had  a  graft,  serve  as  an  advisory  committee 
to  whatever  regulatory  agency  comes  out  of  this,  and  very  appro- 
priately decides  and  what  is  current  practice;  and  second,  leaves  a 
window  for  what  we  are  going  to  develop  in  the  next  your  or  the 
year  after  that  or  the  year  after  that.  There  has  to  be  a  continued 
review  and  advice  from  this  committee. 

Chairman  Wyden.  Does  the  gentleman  from  California  have  any 
additional  questions? 

Mr.  ToRKiLDSEN.  No  thank  you.  That  is  it. 

Chairman  Wyden.  All  right,  my  friend. 

Gentleman  from  Arkansas. 

Mr.  Dickey.  Yes.  Senator  Simon  said  this  is  a  pay-as-you-go 
project.  Is  that  true,  if  it  is  incorporated  into  the  health  care  plan 
or  the  proposed  health  care  plan  that  we  are  going  to  look  at  here? 

Dr.  Stroever.  Not  knowing  all  the  details  of  that  plan 

Dr.  Mankin.  Give  us  more  and  we  will  give  you  more. 

Dr.  Stroever.  If  we  knew,  we  could  —  I  think  if  you  look  at  the 
nonprofit  field,  if  you  look  at  the  tissue-banking  field,  it  is  a  non- 
profit field.  We  add  up  our  costs,  we  take  the  tissue  we  distribute, 
we  allocate  one  over  the  other,  and  that  is  the  service  fee  that  is 
charged. 

If  user  fees  are  imposed  on  this  field,  there  is  only  one  solution, 
and  that  is  that  our  cost  level  will  go  up  and  therefore  our  service 
fee  level  will  go  up.  So  it  is  a  straight  transfer.  To  whatever  degree 
user  fees  are  imposed,  the  service  fees  of  the  tissue  delivered  will 
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go  up.  So,  in  effect,  the  American  public,  however  that  funding  is 
accomplished,  will  be  the  ones  who  ultimately  pay  for  this. 

Mr.  Dickey.  Do  you  know  how  it  is  set  up  in  the  proposed  health 
care  plan? 

Chairman  Wyden.  Would  the  gentleman  yield  to  me? 

We  are  going  to  get  this  bill  on  the  President's  desk  months  and 
months  before  we  have  national  health  insurance  regulation.  The 
gentleman's  point  is  a  very  good  one.  My  staff  was  represented  on 
the  White  House,  the  Health  Care  Task  Force.  They  have  not  dealt 
with  this  issue,  but  we  have  been  working  very  closely  with  the 
FDA,  with  the  Department  of  Health  and  Human  Services,  and  I 
am  hopeful  that  we  can  get  this  legislation  on  the  President's  desk 
over  the  next  few  months  and  have  it  out  of  the  way  before  we  get 
on  to  the  noncontroversial  issues  like  national  health  reform  legis- 
lation. 

Mr.  Dickey.  Thank  you.  I  have  no  further  questions. 

Dr.  Mankin.  I  would  just  like  to  say  that  I  don't  think  a  user  fee 
terrifies  the  bankers.  We  don't  anticipate  that  would  be  a  major 
difficulty.  It  is  relatively  easy  to  transfer  over  to  the  consumer. 

Chairman  Wyden.  At  the  same  time.  Dr.  Mankin,  let  me  begin 
my  questioning  here.  I  share  the  view  of  my  colleagues  that  this  is 
going  to  be  an  area  that  requires  considerable  sensitivity  and  we 
are  going  to  work  closely  with  you  all,  as  we  have  been  in  our  dis- 
cussions with  the  FDA,  to  make  sure  that  these  user  fees  are  tai- 
lored so  that  the  small,  particularly  nonprofit,  groups  are  not  going 
to  be  in  a  position  where  they  can't  go  forward  with  innovation  and 
research,  because  some  of  the  very  best  work  —  and  we  are  espe- 
cially proud  of  what  is  going  on  at  home  in  Oregon,  we  do  not  want 
to  see  that  work  derailed.  All  of  you  have  been  very  helpful.  It 
seems  to  me  that  we  have  got  out  some  very  important  points. 

Dr.  Patten,  I  think  one  of  the  points  that  you  convey  is  what  we 
don't  know  can  hurt  us  in  this  field.  With  programs  like  yours 
that,  to  some  extent,  I  think,  are  really  the  gold  standard,  you  all 
are  using  the  kinds  of  rules  and  principles  that  are  going  to  be  the 
model,  and  one  of  the  reasons  we  are  at  this  is  because  as  you  all 
have  stated,  you  have  to  deal  with  lots  of  people  who  are  not  con- 
forming to  those  standards  and  what  we  don't  know  can  alarm  us. 

Also,  I  think  on  this  matter  of  disease  transmission,  we  be  very 
clear  in  saying  that  it  is  not  just  a  safety  question,  but  I  think  we 
also  have  to  address  the  efficacy  question.  I  have  some  questions 
for  each  of  you,  but  I  note  even  at  this  point  that  I  think  on  the 
core  issues,  the  industry  already  agrees  with  respect  to  what  needs 
to  be  in  the  legislation. 

There  needs  to  be  registration  of  tissue  banks,  all  of  you  have 
been  supportive  of  that.  There  must  be  a  good  program  of  donor 
screening  and  testing.  We  have  got  to  address  this  matter  of  track- 
ing so  we  don't  have  the  situation  of  almost  human  time-bombs  out 
across  this  country,  albeit  a  small  number  of  cases.  I  think  we  also, 
for  the  most  part,  are  in  agreement  on  good  tissue  banking  prac- 
tices. 

So  questions  I  have  really  go  to  some  of  the  more  detailed  areas. 
Let  me  start  with  you,  if  I  might.  Dr.  Rineberg. 

Tissue  regulation  up  to  this  point,  has  at  best  been,  I  think,  you 
could  say,  schizophrenic.  One  such  example  includes  the  classifica- 
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tion  of  demineralized  bone  as  a  drug  or  device.  What  sense  do  you 
make  out  of  this  approach? 

Dr.  RiNEBERG.  That  is  one  of  our  major  concerns,  that  we  have 
been  using  —  when  you  classify  it  as  a  device,  it  must  go  through  a 
pre-market  testing,  it  must  go  through  the  IDE  process,  it  must 
pass  muster.  These  —  there  is  not  enough  real  science  behind  these 
things  to  really  put  them  in  this  category.  Because  what  comes  into 
—  the  product  that  comes  in  is  so  different  in  each  individual  case, 
that  you  are  not  —  that  you  can't  —  it  is  not  like  a  piece  of  metal, 
where  you  can  stamp  it  as  a  gold  ingot  and  come  out  as  a  gold 
ingot. 

We  are  all  different  people  putting  it  into  these  banks,  and  there- 
fore what  comes  out  is  going  to  be  a  varied  product.  Therefore,  we 
would  think  that  it  is  an  obvious  biologic  and  can't  be  in  the  same 
device  group  that  we  have. 

Chairman  Wyden.  Do  you  have  any  advice.  Dr.  Rineberg,  to  the 
FDA  on  this  issue?  I  know  that  on  the  heart  valve  question,  some 
have  said  that  this  has  disrupted  patient  care.  Is  there  a  better  ap- 
proach that  you  would  like  to  suggest  to  the  FDA? 

Dr.  Rineberg.  Yes,  I  would  like  to  see  this  work  under  a  consen- 
sus panel  type  of  arrangement.  I  think  that  we  have  got  a  lot  of 
smart  people  out  there  who  are  concerned  for  the  public,  who  want 
to  make  sure  that  there  is  an  adequate  flow  of  those  parts  to  the 
public.  Our  reputation  is  based  on  safety.  We  are  for  safety.  We 
want  these  things  to  look  good  to  the  public,  we  want  it  to  work 
well  with  the  public.  So  we  are  all  —  we  are  all  coming  from  the 
same  side  on  this.  I  think  a  consensus  panel  type  of  arrangement, 
rather  than  arduous  pre-market  testing,  would  be  much  more  effec- 
tive. 

Chairman  Wyden.  Dr.  Mankin,  you  identify  a  number  of  evalua- 
tions that  ought  to  be  performed  on  each  donor  at  the  time  of  dona- 
tion, and  the  staff  advises  me  that  essentially  you  use  these  kinds 
of  evaluations  up  at  Harvard.  So  to  what  extent  should  the  evalua- 
tions you  suggest  be  used  by  the  hundreds  of  other  organizations 
and  individuals  involved  in  the  field? 

Dr.  Mankin.  I  can  speak  to  the  50  or  so  banks  which  have  been 
evaluated  and  are  now  standard  by  the  American  Association  of 
Tissue  Banks.  That  is  universal  for  that  group.  The  problem,  as 
was  pointed  out,  is  there  is  a  few  —  many  banks  outside  of  that 
bank,  those  banks,  that  need  to  be  brought  into  the  system  or  have 
to  be  told  that  they  can't  continue  to  harvest. 

Chairman  Wyden.  But  if  there  are  600  banks  in  the  field  and  we 
know  that  50  are,  in  effect,  using  the  kind  of  standards  you  are 
talking  about,  there  are  several  hundred  that  we  would  think  are 
not  using  the  kind  of  standards  you  suggest;  isn't  that  correct? 

Dr.  Mankin.  That  would  be  correct,  I  believe. 

Chairman  Wyden.  You  have  given  us  some  helpful  ideas  about 
processing  and  storage  methods.  But  the  practices  used  are  not  con- 
trolled or  subject  to  any  expert  review,  as  I  understand  it.  Does  this 
cause  concern  in  the  many  instances  where  we  don't  see  the  kind 
of  standards  you  all  apply? 

Dr.  Mankin.  Well,  if  you  are  talking  about  our  bank  or  the  50 
banks,  there  is  a  process  for  review,  which  is  I  think  every  one  of 
these  banks  does  a  prospective  audit  and  the  outcome  —  and  we 
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particularly  have  pioneered  in  this  area  and  have  a  continual 
system  for  determining  how  we  are  doing.  One  of  the  issues  in  re- 
sponse to  what  Dr.  Rineberg  said. 

I  don't  think  you  have  to  prove  the  efficacy  of  the  system.  It 
started  in  1885,  and  it  has  been  going  since,  throughout  the  world, 
basically.  I  think  most  people  agree  that  allograft  bone  is  a  good 
substitute.  What  we  have  to  prove  is  not  that  it  is  efficacious,  we 
have  to  prove  that  it  is  safe.That  is  what  we  are  trying  to  do. 

Now,  as  we  pointed  out,  though,  we  are  speaking,  at  least  the 
gentleman  and  I  are  speaking  for  the  50  banks  under  the  AATB 
regulation,  and  we  all  three  contributed  to  those  regulations,  and  I 
think  we  are  all  very  strongly  in  favor  of  them. 

Chairman  Wyden.  Well,  again,  I  don't  want  to  prolong  this,  I 
think  the  ideas  that  you  all  suggest  in  terms  of  processing  and  stor- 
age controls,  make  a  lot  of  sense.  But  what  troubles  me  is  that  if 
we  got  50  people  out  of  600  that  are  doing  it,  and  I  suspect  there 
are  more  than  50  certainly,  we  still  are  likely  to  have  several  hun- 
dred that  are  not.  To  me  that  makes  the  case  for  trying  to  have 
some  standardized  principles  in  which  we  deal  with  these  process- 
es. 

Dr.  Mankin.  I  agree  completely. 

Chairman  Wyden.  I  thank  you.  Let  me  turn  to  you,  if  I  could. 
Dr.  Patten. 

How  often  do  foreign  tissue  banks  get  in  touch  with  you  to  try  to 
distribute  tissue?  Is  this  something  you  hear  from  once  in  a  while, 
often? 

Dr.  Patten.  Once  in  a  while.  In  fact,  last  week.  We  get  calls  oc- 
casionally from  different  places  that  ask  if  we  would  be  interested 
in  processing  tissue  from  another  country.  My  usual  response  is: 
Would  that  tissue  then  be  distributed  back  into  that  country?  And 
the  answer  is  no,  they  want  to  distribute  in  the  United  States. 

Our  typical  response  is  that  we  would  be  more  than  happy  to 
work  with  you  through  the  American  Association  of  Tissue  Banks 
to  set  up  your  own  facility  in  your  own  country.  However,  we  are 
not  interested  in  importing  the  tissues. 

I  know  of  many,  many,  many  people  that  have  been  approached, 
many  tissue  banks,  for  that.  We  usually  call  amongst  ourselves,  it 
is  a  fairly  small  community  of  tissue  bankers,  and  say:  Did  you  get 
your  call  this  week?  Yes,  I  just  got  my  call  from  Doctor  so  and  so, 
who  said  they  want  to  bring  the  tissue  in. 

Chairman  Wyden.  Are  you  confident  of  these  foreign  tissue 
banks  and  would  you  feel  comfortable  looking  at  their  products? 

Dr.  Patten.  No.  I  would  feel  very  uncomfortable.  The  whole 
donor  screening  becomes  completely  out  of  our  hands.  That  is  a 
number  one  potential  for  disease  transmission. 

As  we  have  said,  every  donor  is  unique,  every  donor  is  an  indi- 
vidual and  what  we  do  with  ascertaining  the  histories  and  obtain- 
ing the  blood  samples  to  do  all  of  our  serological  tests  and  all  of  the 
rest  of  our  testing,  comes  from  whether  we  have  control  of  where 
our  product  comes  from,  the  history  of  the  individual,  and  ensuring 
that  the  blood  that  we  are  actually  testing  correlates  with  the  tis- 
sues that  we  are  looking  at.  If  it  comes  from  out  of  country,  a  tube 
of  blood,  a  container  of  frozen  tissues,  there  is  no  way  that  I  feel  I 
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can  really  feel  comfortable  that  we  can  adequately  screen  these 
donors. 

Chairman  Wyden.  And  I  would  assume  apart  from,  again,  the 
disease  transmission  possibility,  and  the  efficacy  question  as  well, 
there  is  no  paper  trail  or  no  kind  of  process  for  ensuring  that  you 
can  track  these  as  well? 

Dr.  Patten.  Correct.  Tracking  back  to  the  original  site  would 
become  very  difficult. 

Mr.  CoMBEST.  Can  I  ask? 

Chairman  Wyden.  Be  happy  to  yield. 

Mr.  CoMBEST.  You  had  said  you  were  aware  because  of  the  com- 
munity being  fairly  small,  there  were  many,  many,  many  contacts. 
The  question  that  occurs  to  me  that  has  to  be  asked  is,  are  you 
aware  that  there  is  many,  many,  many  uses,  or  are  they  mostly  re- 
jected? 

Dr.  Patten.  I  associate  with  other  banks  that  are  part  of  the  50 
that  deal  with 

Mr.  Combest.  That  would  not  be- 


Dr.  Patten.  That  would  not  accept  those.  Of  those  600,  I  do  not 
know  which  ones  would  accept  and  would  not  accept.  To  me,  again, 
that  is  another  reason  why  we  have  to  register  people,  find  out 
where  they  are  getting  their  tissues,  and  make  sure  that  we  do  ap- 
propriate donor  screening.  I  am  sure  —  I  believe,  and  this  cannot 
be  substantiated,  that  there  is  tissue  being  brought  into  this  coun- 
try. 

Mr.  Combest.  Do  you  know,  is  this  like  —  do  you  get  calls  from 
like  a  whole  wide  variety  of  people  or  is  it  limited  to  one  or  two,  or 
five  or  ten,  or  a  hundred? 

Dr.  Patten.  It  is  only  a  few  contact  people  that  call  on  a  regular 
basis,  probably  a  handful  of  people  that  I  know  of  that  are  trying 
to  import  tissues. 

Mr.  Combest.  Could  you  submit  to  the  subcommittee  names  of 
people  you  would  be  familiar  that  are  contacting  you? 

Dr.  Patten.  I  try  not  to  get  names,  addresses.  I  try  to  tell  them 
that  we  don't  want  to  participate  with  them.  There  is  a  —  the  one 
documentation  that  Mr.  Wyden  has  from  the  Baltic,  and  there  is,  I 
believe,  some  other  people  that  are  here  today,  might  have  some 
documentation  of  who  has  contacted  them,  but  I  personally  do  not. 

Mr.  Combest.  Thank  you,  Mr.  Chairman. 

Chairman  Wyden.  I  think  the  gentleman  is  making  a  good  point, 
and  this  is  an  area  where  we  do  want  to  work  closely  with  the 
FDA,  and  Chair  intends  to  consult  with  the  Minority  closely  on 
this  in  the  days  ahead,  because  I  think  it  is  an  area  we  want  to 
look  into. 

One  last  question  for  you.  Dr.  Patten.  Your  experience  with  tis- 
sues being  regulated  under  medical  device  or  drug  regulations 
sounds  a  little  bit  like  the  classic,  round  peg  into  a  square  hole.  Is 
it  your  sense  that  this  is  just  a  very  onerous,  costly,  ineffective  way 
to  do  business  at  this  point? 

Dr.  Patten.  It  really  is.  One  example,  there  are  basically  three 
different  IDE's  out  there  under  classroom  medical  devices  for 
human  heart  valves.  One  of  them  is  from  Cryolife,  one  is  them 
from  a  consortium,  the  five  banks,  and  the  third  one  is  an  individ- 
ual bank  in  Seattle. 
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All  three  of  us  that  are  providing  tissues  under  these  IDE's  are 
doing  it  relatively  the  same.  However,  we  all  three  have  individual 
consent  forms.  We  all  three  are  doing  things  just  a  little  different- 
ly. 

If  a  surgeon  in  my  facility  needs  a  human  heart  valve,  they  want 
a  variety  of  sizes  to  have  on  hand  to  make  it  appropriate  for  utili- 
zation. So  they  will  ask  for  20  millimeter,  20.5,  and  a  21-millimeter 
aortic  heart  valve. 

I  could  get  one  of  those  from  Cryolife,  I  could  get  one  from  the 
consortium  and  one  from  the  Seattle-based  group,  and  that  means 
that  patient  has  to  sign  three  individual  different  consents,  because 
we  don't  know  which  one  is  going  to  go  in.  That  means  that  the 
patient  is  subject  to  not  understanding  why  there  are  three  differ- 
ent pieces  of  documentation  they  have  to  sign. 

We  get  the  consent  forms  for  the  consortium  in  our  institution. 
We  do  not  for  the  other  two  individuals.  We  have  had  a  surgeon 
that  has  put  in  implants  from  one  of  the  others,  not  knowing  he 
needed  a  different  consent.  He  felt  he  was  covered.  It  is  ridiculous. 

Also,  if  I  send  a  valve  to  New  York,  which  is  about  as  far  away 
from  Oregon  as  you  can  get,  I  would  have  to  go  and  audit  their 
freezer  to  ensure  that  they  are  maintaining  that  tissue  appropri- 
ately. That  becomes  extremely  onerous  to  us. 

Probably  the  most  ludicrous  in  my  mind  is  that  the  human  valve 
is  regulating.  However,  there  is  many  times  that  a  surgeon  would 
want  a  piece  of  conduit  from  that  valve  and  use  that  as  a  patch 
graft  as  opposed  to  the  entire  valve. 

So  if  I  send  a  pulmonary  valve  that  will  be  used  as  a  conduit  to  a 
surgeon,  they  have  to  enroll  the  patient,  because  it  has  a  valve  at- 
tached to  it,  enroll  the  patient  into  the  study  and  ask  them  to  sign 
an  informed  consent  for  something  they  are  not  really  going  to  get. 
Then  they  cut  the  valve  off  of  that  conduit,  put  the  conduit  in.  The 
conduit  isn't  regulated.  The  valve  was  the  only  part.  The  same 
transmission  of  disease  can  take  place.  Everything  is  there.  So  we 
are  regulating  a  very  small  portion,  trying  to  stuff  it  into  a  little 
cubbyhole  that  is  ridiculous.  When  we  procure  tissue  from  a  donor, 
we  take  heart  valves,  we  take  skin,  we  take  bone  and  tendons.  All 
those  tissues  have  the  same  potential  to  transmit  disease  and  we 
are  regulating  the  smallest  part  of  that  in  a  cubbyhole  that  seemed 
convenient  at  that  time. 

Chairman  Wyden.  Well,  Dr.  Patten,  you  are  probably  being  too 
logical.  We  can't  have  this  spasm  of  logic  break  out  over  this  field. 
But,  obviously,  these  are  the  kinds  of  inconsistencies  and  sort  of  bi- 
zarre policies  that  we  want  to  address.  We  are  going  to  work  close- 
ly with  you. 

Dr.  Stroever,  let  me  turn  to  you.  My  understanding  is  that  you 
have  given  a  number  of  examples  of  what  can  really  give  tissue 
banking  a  bad  name.  Matters  such  as  tissue  that  are  processed  to 
the  point  of  uselessness,  unvalidated  sterilization  claims,  recover- 
ing tissues  from  donors  a  day  and  a  half  after  they  expire,  tissues 
being  hustled  for  profit,  accepting  a  donor  rejected  by  someone 
else. 

Could  you  take  some  of  these  examples  and  give  us  a  little  bit 
more  background  on  what  it  is  we  ought  to  be  trying  to  prevent  in 
these  areas? 
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Dr.  Stroever.  All  right.  Let  me  take,  I  guess,  the  last  one  that 
you  listed  in  the  case  of  an  agency  which  turns  down  a  donor  and 
then  a  second  agency  accepts  that  donor.  There  are  really  two  con- 
siderations that  any  tissue  bank  has  in  a  recovery;  one  is  a  safety 
and  efficacy  question:  Is  this  a  legitimate  donor?  Are  these  usable 
tissues? 

The  second  question,  again,  because  we  are  in  a  nonprofit  envi- 
ronment, is  really  a  financial  question.  It  may  be  that  for  some 
reason  because  that  tissue  bank  does  not  have  a  customer  base  that 
needs  those  particular  tissues  or  it  may  be  that  they  can't  make 
the  best  use  of  those  tissues  they  may  turn  that  down  —  that  donor 
down  for  a  legitimate  reason  that  it  is  not  appropriate,  not  neces- 
sary for  their  bank.  In  that  case,  another  tissue  bank  may  well  be 
better  suited  for  that  recovery. 

The  concern  that  many  of  us  have,  though,  is  that  there  are  gray 
areas  in  donation  where  banks  will  have  different  standards.  I 
mentioned  the  time  prior  to  recovery  being  one:  24  to  36  hours. 
Most  banks  would  comply  with  the  AATB  guidelines  if  tissue  is  not 
refrigerated  within  12  hours  or  they  are  refrigerated  within  12 
hours  they  can  be  recovered  within  24  hours.  So  a  bank  that  had  a 
donor  referred  to  them  where  they  couldn't  get  there  or  it  was  not 
possible  to  do  the  recovery  within  that  time  period,  they  would 
turn  that  donor  down. 

A  bank  which  is  not  adhering  to  those  regulations  might  then 
turn  around  and  accept  that  donor.  This  does  a  couple  of  things. 
For  one  thing  it  confuses  the  daylights  out  of  hospitals.  Why  did 
this  bank  say  they  won't  come  and  now  this  bank  says  they  will.  So 
it  makes  it  very  difficult  to  have  any  consistency  in  the  hospital 
environment.  There  is  also  the  question  if  that  was  an  appropriate 
standard  for  one  bank,  why  is  it  not  an  appropriate  standard  for 
others. 

There  are  other  issues  that  get  even  grayer.  The  question  of  the 
cause  of  death.  We  need  to  know  the  cause  of  death.  We  can't  have 
probable  cause  of  death  unless  there  is  going  to  be  an  autopsy.  So 
there  may  be  differences  of  opinion  here  one  medical  director  is 
more  concerned  than  another  medical  director.  So  these  gray  areas 
I  think  need  to  be  refined  quite  a  bit.  That  is  one  example  of  where 
we  can  run  into  problems. 

Chairman  Wyden.  What  about  hustling  tissue  for  profit? 

Dr.  Stroever.  My  personal  favorite. 

I  think  part  of  that  comes  from,  as  I  say  in  my  remarks,  the  dis- 
connectedness of  the  recovery  agencies,  the  processing  agencies, 
and  those  who  distribute  the  tissue. 

In  the  last  several  years  there  has  come  to  be  basically  an  ability 
that  if  you  can  find  a  donor,  then  you  can  find  somebody  that  will 
take  that  donor  off  your  hands.  The  kinds  of  numbers  we  are  talk- 
ing about  here  are  not  large,  we  are  not  talking  about  tens  and 
hundreds  of  thousands  of  dollars.  What  we  are  talking  about  is 
something  on  the  order  of  $4,000,  $5,000,  or  $3,000,  something  on 
that  order  where  a  donor  that  has  been  recovered  might  be  trans- 
ferred to  another  agency  for  compensation  or  supposedly  reim- 
bursement for  recovery  expenses  in  the  order  of  $3,000,  $4,000,  or 
$5,000. 
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So  what  you  have  is  that  if  someone  has  access  to  a  donor,  then 
they  can  then  transfer  that  donor  along.  One  of  our  chief  concerns 
is  that  that  group  wasn't  interested  in  the  recovery  of  that  donor 
because  they  have  a  customer  base,  or  have  physicians  who  need 
the  tissue,  or  are  trying  to  satisfy  some  demand  or  some  need  local- 
ly. That  tissue  is  recovered  because  somebody  had  access  to  a  donor 
and  knew  if  they  recovered  that  donor,  they  could  find  someone 
else  who  would  reimburse  them  three  or  four  thousand  dollars  for 
those  tissues. 

I  think  that  that  raises  grave  concerns  regarding  tracking.  It 
raises  grave  concerns  regarding  the  motivation  of  the  individuals 
that  were  doing  that  recovery.  Were  they  doing  this  for  the  altruis- 
tic purposes  for  which,  hopefully,  we  are  all  in  this  field  or  were 
they  doing  it  because  they  knew  they  could  be  compensated  for 
these  tissues? 

Clearly  the  driving  force  there  will  have  a  very  serious  impact  or 
could  have  a  very  serious  impact  on  how  adequately  the  donor  was 
screened,  how  carefully  the  questions  were  asked,  how  much  inves- 
tigation was  done. 

Chairman  Wyden.  I  have  got  some  newspaper  articles  that  sug- 
gest you  have  reason  to  believe  that  tissue  testing  records  for  eight 
donors  were  forged  and  that  some  of  the  tissue  was  used.  This 
sounds  to  me  like  it  ought  to  be  criminal.  Was  any  law  broken  and 
what  transpired  here? 

Dr.  Stroever.  I  believe  the  incident  you  are  referring  to  is  a  case 
that  occurred  in  New  Orleans  in  1990.  The  foundation  discovered 
that  seven  donors  that  had  been  recovered  for  the  foundation  or  by 
the  foundation  had  test  results  which  had  been  copied  off  an 
eighth.  So  we  had  seven  forgeries  of  medical  records  on  an  eighth. 

In  effect,  what  happened  here  was  someone  had  doctored  test  re- 
sults. They  had  taken  test  results  for  one  donor  that  showed  that 
the  donor  was  negative.  They  had  then  made  changes  on  the  donor 
number,  xeroxed  the  report  seven  more  times  to  show  that  each 
succeeding  time  a  different  donor  was  also  negative.  We  believe 
that  there  is  no  possible  way  that  that  was  inadvertent;  that  was  a 
direct  forgery,  unquestionably  was  a  forgery. 

Fortunately,  six  of  the  eight  donors  were  not  released  by  the 
time  we  found  that  information  and  for  the  other  two  we  were  able 
to  scramble  and  get  sufficient  sera  to  do  the  testing  to  demonstrate 
they  were  safe  as  well  so  the  public  was  never  at  risk. 

We  took  all  that  information  and  turned  it  over  to  the  Depart- 
ment of  Health  in  the  State  of  Louisiana  and  we  turned  it  over  to 
the  Attorney  General  in  Louisiana.  It  was  then  passed  down  the 
line  to  succeeding  groups  lower  down  and  I  received  one  or  two 
phone  calls  in  the  following  month  or  2  asking  questions  and  basi- 
cally heard  nothing  from  September  of  1990  until  this  article  ap- 
peared in  the  paper  about  3  weeks  ago. 

I  learned  in  reading  the  article,  as  everyone  else  has,  that  there 
was  no  action  taken  because  apparently  in  1990  it  was  not  against 
any  law  to  forge  these  test  results,  so  that  someone  could  go  in  and 
mark  a  donor  as  being  negative  for  the  AIDS  virus,  negative  for 
hepatitis  and  not  have  broken  any  rule  or  law  at  all. 

Chairman  Wyden.  Let  me  ask  you  about  some  of  the  other  ques- 
tionable practices  that  you  have  talked  to  us  about.  What  about 
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this  matter  of  recovering  tissue  from  donors  a  day  and  a  half  after 
they  expired? 

Dr.  Stroever.  As  I  said,  the  concern  here  is  one  of  the  bacterial 
counts  on  these  tissues.  The  longer  these  tissues  sit,  the  higher  the 
bacterial  count  will  become  on  them.  Sterilization  processes  which 
normally  handle  a  moderate  level  of  contamination  may  not  ade- 
quately handle  a  higher  load  of  —  a  higher  bacterial  load  than 
that,  so  there  is  a  concern  that  if  you  wait  too  long  and  the  bacte- 
rial count  goes  up  too  high  that  those  donors  cannot  adequately  be 
processed. 

If  an  organization  doesn't  have  a  validated  process,  they  may  not 
each  know  they  are  doing  that  so  there  is  a  general  rule  of  thumb 
that  you  want  to  recover  donors  within  a  given  period  of  time  to 
keep  this  bacterial  count  down. 

My  point  earlier  is  that  when  banks  vary  in  this  area,  it  is  con- 
fusing to  those  who  recover.  It  also  upsets  greatly  the  referral  pat- 
terns within  an  area.  If  a  —  an  example  of  a  medical  examiner,  if 
the  medical  examiner  knew  that  he  could  refer  the  donor  to  bank 
A  and  could  take  his  time  about  it  and  go  through  his  investigation 
and  maybe  do  the  autopsy  at  9  o'clock  in  the  morning,  where  if  he 
works  with  bank  B  he  has  got  to  do  it  at  2  o'clock  in  the  morning 
to  get  the  results  back  in  time  to  get  any  of  this  information,  it 
might  greatly  affect  the  referral  patterns  within  the  area.  So  it  can 
be  very  disruptive  to  the  whole  transplant  field. 

Chairman  Wyden.  Gentlemen,  I  think  I  am  going  to  let  you  all 
go  at  this  point.  I  think  what  particularly  concerns  me  —  and,  Dr. 
Stroever,  it  is  helpful  to  wrap  up  with  you  because  you  talk  about 
practices  that  programs  like  the  ones  you  four  are  associated  with 
would  never  accept,  is  that  there  are  standards  with  respect  to  ac- 
cepting donors  rejected  by  someone  else,  a  matter  of  hustling  tissue 
for  profit,  and  recovering  tissue  from  donors  after  it  is  expired. 

I  am  quite  sure  that  50  programs  are  being  very  vigilant  in 
terms  of  trying  to  address  these  and  other  safety  concerns.  What 
troubles  me  is  what  happens  with  the  hundreds  and  hundreds  of 
other  programs  in  our  country  that,  as  Dr.  Patten  pointed  out,  we 
don't  know  what  they  are  up  to  and  I  think  it  is  important  that  we 
get  industry-wide  standards  so  that  people  like  yourselves  and  the 
many  responsible  physicians  in  our  country  aren't,  in  effect,  put  at 
risk  because  they  are  doing  business  with  people  that  are  not  ad- 
dressing these  concerns  £is  you  all  are. 

So  we  thank  you.  It  has  been  very  helpful.  We  are  going  to  work 
very  closely  with  you  in  processing  this  legislation  and  this 
Member  is  going  to  make  sure  we  get  it  done  before  the  national 
health  reform  bill  comes  up.  Thank  you. 

Our  next  panel:  Scott  Bottenfield,  vice  president,  LifeNet,  Virgin- 
ia Beach,  Virginia;  Margery  Moogk,  manager.  Northwest  Tissue 
Center,  Seattle,  Washington;  S.  Randolph  May,  American  Red 
Cross;  Steven  G.  Anderson,  president,  Cryolife,  Marietta,  Georgia; 
Ellen  Heck,  M.A.,  chairperson.  Eye  Bank  Association  of  America; 
and  Dr.  Ted  Eastlund,  president  of  the  American  Association  of 
Tissue  Banks. 

If  all  of  you  will  come  forward.  Let  me  thank  all  of  you  for  your 
patience  and  it  has  been  a  long  morning  and  we  do  swear  all  our 
witnesses  who  come  before  the  panel. 
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Do  any  of  you  have  any  objection  to  being  sworn  as  a  witness? 
Please  rise  and  raise  your  right  hands. 

[Witnesses  sworn.] 

Chairman  Wyden.  Mr.  Bottenfield,  let  us  begin  with  you,  if  we 
might.  I  think  what  I  am  going  to  do  after  you  go,  Mr.  Bottenfield, 
Ms.  Heck,  I  believe,  has  a  plane  to  catch  as  well,  so  why  don't  we, 
in  fact,  just  go  right  down  the  line  here  and  begin  with  you,  Mr. 
Bottenfield. 

TESTIMONY  OF  SCOTT  BOTTENFIELD,  VICE  PRESIDENT, 
LIFENET,  VIRGINIA  BEACH 

Mr.  Bottenfield.  Thank  you.  Mr.  Chairman  and  members  of  the 
subcommittee.  My  name  is  Scott  Bottenfield,  vice  president  for 
LifeNet  Transplant  Services  in  Virginia  Beach,  Virginia.  I  am 
pleased  to  have  this  opportunity  to  address  you  regarding  the  need 
for  Federal  oversight  for  tissue  banking.  LifeNet  supports  the  Fed- 
eral oversight  of  tissue  banking  through  a  single,  uniform  and  rea- 
sonable approach,  which  protects  public  health  while  recognizing 
the  limited  availability  of  human  tissue  and  the 

Chairman  Wyden.  Mr.  Bottenfield,  if  you  could  move  that  mike 
down  and  pull  it  toward  you,  that  would  be  helpful. 

Mr.  Bottenfield.  Recognizing  the  limited  availability  of  human 
tissue  and  the  altruistic  nature  of  the  process  that  makes  human 
tissue  available  to  help  others. 

Although  I  will  confine  my  comments  to  issues  related  to  the 
safety  of  tissue  transplants  and  the  tracking  of  recipients  of  tissue 
grafts,  LifeNet  supports  the  overall  position  of  the  American  Asso- 
ciation of  Tissue  Banks  related  to  the  need  for  Federal  regulation 
for  tissue  banking. 

The  provision  of  safe  tissue  allografts  and  the  protection  of 
public  health  is,  of  course,  the  impetus  for  the  regulation  of  tissue 
banking.  Perhaps  the  most  important  aspect  of  the  provision  of 
safe  tissues  and  organs  is  the  donor  screening  routine.  The  assur- 
ance of  safe  allografts  for  clinical  use  begins  with  an  accurate  and 
meticulous  donor  screening  procedure.  Because  many  procurement 
agencies,  including  numerous  organ  procurement  agencies  and 
tissue  banks  are  routinely  involved  in  the  acquisition  of  allografts 
from  a  single  donor,  the  approach  to  donor  screening,  as  well  as 
donor  criteria  should  be  standardized. 

As  both  an  organ  procurement  agency  and  a  tissue  bank,  we 
have  seen  far  too  many  times  less  than  adequate  and  inconsistent 
donor  screening  practices.  In  spite  of  this,  tissue  banks  in  this 
country  have  a  very  good  record  of  safety  in  that  few  cases  of  infec- 
tious disease  transmission  have  occurred  over  the  past  several  dec- 
ades. 

Although  the  risk  of  disease  transmission  is  extremely  low,  its 
specter  is  ever  present.  An  important  concept  of  any  regulatory  ap- 
proach intended  to  safeguard  the  public's  health  is  that  of  regulat- 
ing the  process  of  tissue  banking  rather  than  the  products  of  tissue 
banking.  This  is  evidenced  by  the  current  medical  device  approach 
to  the  regulation  of  heart  valves,  as  we  have  heard  before. 

This  product-by-product  approach  will  have  little  effect  on  pro- 
tecting the  public  health  from  disease  transmission  and  represents 
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a  very  small  percentage  of  the  total  amount  of  tissue  transplanted 
in  this  country.  Therefore,  the  adequate  prevention  of  disease 
transmission  will  be  most  effectively  addressed  through  a  process 
approach  rather  than  a  product-by-product  approach. 

As  I  am  sure  you  know,  LifeNet  was  involved  in  a  tragic  case  of 
HIV  transmission  from  a  tissue  graft  procured  from  a  donor  who 
had  been  appropriately  tested  and  found  twice  negative  for  the 
antibody  to  HIV  by  an  FDA-approved  HIV  antibody  test.  The  ap- 
parent transmission  occurred  in  1985,  but  it  was  not  reported  to 
LifeNet  until  1991. 

The  reporting  of  this  apparent  transmission  prompted  LifeNet  to 
voluntarily  notify  the  FDA  and  the  CDC  and  to  immediately  begin 
a  recall  and  look-back  procedure  to  determine  if  any  of  the  other 
47  potential  recipients  of  tissue  grafts  from  the  same  donor  had 
been  infected. 

LifeNet  is  an  accredited  member  tissue  bank  of  the  American  As- 
sociation of  Tissue  Banks.  As  such  we  adhere  to  the  voluntary 
standards  for  tissue  banking,  which  include  standards  that  man- 
date the  maintenance  of  tissue  distribution  records.  This  system  is 
much  like  that  of  a  manufacturer  of  a  critical  medical  device  in 
that  the  name  and  address  of  the  consignee,  the  type  and  amount 
of  tissue  distributed,  and  the  unique  identification  numbers  of 
tissue  grafts  must  be  documented. 

Although  the  apparent  transmission  of  HIV  in  this  case  occurred 
almost  6  years  prior  to  our  notification,  we  were  able  to  readily 
identify  all  of  the  hospitals  that  had  received  tissue  grafts  from  the 
suspect  donor.  The  process  of  hospital  notification  and  patient  iden- 
tification and  testing  lasted  well  over  5  months  and  resulted  in  the 
location  and  testing  of  34  of  the  remaining  47  potential  recipients. 

Of  the  13  patients  that  were  not  tested,  four  patients  were  identi- 
fied by  the  receiving  and  implanting  hospitals,  but  were  never  lo- 
cated, and  the  status  of  six  grafts  distributed  to  hospitals  were 
never  determined. 

For  the  latter  six  grafts,  most  hospitals  acknowledged  receipt  of 
the  tissue,  but  could  not  determine  if,  when,  or  into  whom  the 
tissue  grafts  may  have  been  implanted.  In  one  case,  a  hospital  had 
no  record  of  ever  receiving  the  graft. 

Current  voluntary  standards  of  practice  dictate  that  distribution 
records  be  maintained  for  the  specific  purpose  of  instituting  a 
recall  procedure,  but,  as  you  know,  these  standards  are  not  enforce- 
able by  any  Federal  agency.  In  addition,  the  individual  tissue 
banks  are  powerless  to  require  hospitals  and  practitioners  to  help 
identify  tissue  recipients. 

Regulations  should  be  promulgated  to  provide  for  hospital  or 
practitioner  recordkeeping  requirements.  The  lack  of  a  consistent 
approach  to  recipient  tracking  was  made  painfully  clear  in  our 
recall  and  look-back  experience. 

Although  we  could  identify  the  hospitals  that  received  tissue 
from  this  donor,  several  hospitals  which  received  tissue  could  not 
identify  the  recipients. 

A  system  which  requires  the  receiving  institution  or  practitioner 
to  be  responsible  for  such  recordkeeping  must  be  addressed  by  en- 
forceable regulations.  While  many  suitable  enforcement  systems 
may  be  available,  two  stand  out  as  apparent  and  seemingly  appro- 
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priate  vehicles:  The  use  of  the  power  of  the  Joint  Commission  on 
the  Accreditation  of  Health  Care  Organizations  and  that  of  Medi- 
care reimbursement  to  health  care  providers. 

However,  since  many  tissues  may  be  distributed  directly  to  prac- 
titioners outside  the  hospital  setting,  other  systems  must  also  be 
developed  which  help  distribute  the  burden  of  patient  tracking  to 
the  consignee. 

I  strongly  urge  this  committee  to  consider  the  points  of  this  testi- 
mony: That  of  a  process  approach  to  tissue  regulation,  the  imposi- 
tion and  enforcement  of  uniform  donor  screening  standards  and  to 
consider  the  tracking  of  tissue  graft  recipients  the  joint  responsibil- 
ity of  tissue  banks  and  health  care  providers. 

Chairman  Wyden.  Mr.  Bottenfield,  we  will  have  some  questions 
for  you  when  we  are  done  with  our  panel,  but  it  is  just  unbeliev- 
able that  a  hospital  doesn't  even  have  a  record  of  receiving  tissue, 
certainly  ominous  for  patients  when  you  are  talking  about  follow- 
up  care,  and  I  am  going  to  have  some  questions  in  a  moment  be- 
cause this  cannot  be  accepted  in  our  country,  particularly  when 
tissue  transplantation  is  growing  at  a  such  a  very  high  rate.  So,  we 
will  have  some  very  detailed  questions  for  you  when  we  are  done 
with  our  other  witnesses. 

Let  us  proceed  now.  Ms.  Heck,  welcome  and  I  know  your  tight 
time  schedule,  so  I  think  we  will  have  your  testimony  and  then  let 
my  colleague  ask  any  questions  and  we  will  dismiss  you  then. 
Please  proceed. 

TESTIMONY  OF  ELLEN  HECK,  M.T.,  M.A.,  CHAIRPERSON,  EYE 
BANK  ASSOCIATION  OF  AMERICA  DALLAS,  TEXAS 

Ms.  Heck.  Thank  you,  Mr.  Chairman,  members  of  the  subcom- 
mittee, for  the  opportunity  to  present  testimony  this  morning  on 
the  draft  legislation  to  regulate  tissue  banking. 

My  name  is  Ellen  Heck  and  I  am  chairman  of  the  Eye  Bank  As- 
sociation of  America,  and  on  behalf  of  the  association  I  wish  to  ad- 
dress four  issues:  The  need  for  universal  application  of  the  regula- 
tory process,  the  inspection  process  and  the  potential  benefit  of 
sharing  resources,  user  fees  and  their  potential  impact  on  health 
care  costs,  and  the  selection  and  purview  of  the  National  Advisory 
Committee. 

EBAA  developed  medical  standards  in  1980  which  have  been  con- 
tinuously revised  according  to  medical  and  technological  advance- 
ments and  are  endorsed  by  the  American  Academy  of  Ophthalmol- 
ogy. Based  on  these  standards,  95  percent  of  the  known  103  eye 
banks  in  the  United  States  have  voluntarily  submitted  to  accredita- 
tion processes  and  become  accredited.  For  over  a  decade,  EBAA  has 
inspected  each  of  these  103  eye  banks  at  a  frequency  of  at  least 
once  every  3  years. 

Inspections  conducted  by  a  team  of  individuals  with  extensive 
knowledge  and  experience  in  both  eye  banking  practices  and  clini- 
cal care  delivery  offer  a  highly  relevant,  thorough  and  effective  in- 
spection process.  Absent  from  this  process,  however,  is  the  enforce- 
ment mechanism  to  mandate  closure  of  noncompliant  entities  or 
even  to  require  universal  participation. 
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Currently  if  a  tissue  bank  fails  to  achieve  accreditation,  it  may 
simply  opt  out  of  the  program  and  continue  to  operate.  In  fact,  in 
some  cases  banks  never  even  opt  into  the  program.  This  is  the  area 
where  the  Federal  Program  can  most  easily  demonstrate  its  effec- 
tiveness if  it  eliminates  the  ability  for  people  to  escape  oversight 
and  to  continue  to  operate. 

Legislation  can  easily  address  safety  and  disease  transmissibility 
issues  in  tissue  delivery  among  those  who  are  most  readily  identifi- 
able, responsible,  and  concerned,  but  the  legislation  must  take  care 
to  seek  out  and  not  delay  in  applying  regulation  to  those  outliners 
most  likely  to  linger  undetected  and  thereby  unregulated  and  non- 
compliant. 

The  practitioners  of  tissue  allograft  who  deliver  these  grafts  and 
voluntarily  submit  to  peer  review  may  by  volume  represent  the 
largest  providers  of  transplant  medical  service,  but  by  risk  may  be 
the  smallest  concern. 

To  truly  provide  for  improved  public  safety,  legislation  must  in- 
clude a  mechanism  to  rapidly  educate  or  even  close  outlets  within 
hospitals  and  physician  practices  where  the  standards  for  allograft 
delivery  addressed  through  accreditation  and  CDC  guidelines  often 
go  unrecognized. 

Expediency  cannot  be  the  major  driving  force  for  purchasing 
agents  and  operating  room  nurses  and  others  who  diligently  and 
often  frantically  search  for  an  allograft  for  a  specific  scheduled  sur- 
gery. Unrealistic  expectations  of  hospitals,  surgeons,  and  patients 
to  always  have  the  required  allograft  for  any  requested  surgery  has 
fostered  the  proliferation  of  unmonitored  transplant  banks.  Be- 
cause of  the  demand,  they  continue  to  flourish. 

Certainly  we  in  transplant  medicine  long  for  a  time  when  donor 
tissue  availability  does  not  impede  scheduled  surgery  and  there  is 
unrestricted  access,  but  until  that  time,  we  must  be  sure  that  no 
one  compromises  caution  for  convenience. 

The  overall  concern  must  be  for  the  elimination  of  transmissible 
disease  risk.  CDC  guidelines  provide  a  comprehensive  framework 
for  the  control  of  infectious  disease  tracking  and  test  requirements. 
They  should  be  considered  by  the  FDA  and  incorporated  in  any 
regulatory  scheme. 

All  health  care  providers  who  procure,  screen,  store,  distribute  or 
implant  allograft  tissue  must  share  in  the  responsibility  for  the 
proper  selection,  application,  treatment,  tracking,  and  safety  of 
these  grafts. 

Only  through  shared  responsibility  will  we  increase  the  public 
safety  and  obtain  true  documentation  of  the  risk-related  outcomes. 

Our  second  and  third  comments  on  inspection  sharing  and  user 
fees  are  interrelated.  Sharing  can  be  extended  to  the  oversight 
function.  Any  oversight  program  will  benefit  from  incorporating 
the  existing  resources  of  peer  review  programs  such  as  EBAA's. 
Use  of  existing  accreditation  and  inspection  support  not  only  pro- 
vides expertise,  but  could  reduce  costs. 

The  cost  of  regulation  is  of  significant  concern  to  those  of  us  who 
provide  transplant  health  care.  User  fees  could  dramatically  in- 
crease the  cost  to  individuals  in  need  of  transplant  allograft,  such 
as  corneas,  thus  decreasing  access,  especially  for  the  less  well  in- 
sured. 
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Eye  banks  are  nonprofit  501(c)(3)  organizations.  Unlike  corpora- 
tions such  as  presently  regulated  drug  companies,  tissue  banks 
have  no  corporate  reserves  achieved  from  profits  to  direct  to  user 
fees.  Any  direct  cost  to  transplant  organizations  would  result  in  a 
direct  pass-through  back  to  the  recipient. 

The  limited  number  of  allografts  per  donor  over  which  to  distrib- 
ute any  user  fee  is  particularly  disadvantageous  to  eye  banks  since, 
in  general,  only  two  tissues,  corneas,  make  up  the  major  service 
focus  of  these  banks.  Although  over  40,000  corneas  are  transplant- 
ed annually,  the  majority  of  eye  banks  provide  and  receive  service 
fees  from  only  approximately  150  to  500  transplanted  corneas  each 
year. 

Avenues  other  than  user  fees  —  appropriations,  or  directed  taxes 
—  should  be  explored  to  at  least  defray  the  anticipated  costs. 

Current  EBAA  peer  review  accreditation  benefits  from  the  dona- 
tion of  time  of  its  inspectors;  physicians,  and  eye  banking  experts, 
who  provide  3  to  6  days  of  service  each  year.  With  no  need  to  offset 
salaries,  fees  primarily  reimburse  travel  costs. 

These  costs  are  equally  apportioned  over  the  number  of  banks  in 
need  of  inspection.  No  one  eye  bank  is  disadvantaged  by  location  or 
inspector  allocation. 

The  association  also  wishes  to  express  interest  and  concern  over 
a  few  ambiguities  in  the  bill.  One  such  example  is  page  4  line  22: 
Validation  of  manufacturing.  Eye  and  tissue  banks  do  not  and,  per- 
haps regrettably  given  the  needs,  cannot  manufacture  allografts,  so 
the  intent  of  this  reference  is  unclear. 

Our  fourth  concern  applies  to  the  National  Advisory  Committee. 
The  broad  powers  accorded  this  committee  make  the  selection  of 
the  membership  of  it  of  paramount  importance.  EBAA  urges  care 
and  thoughtful  consultation  in  the  selection  of  individuals  with 
such  a  formidable  challenge  and  ultimate  impact.  The  opportunity 
for  the  opinions  of  a  few  to  affect  the  operations  of  the  whole 
should  be  offset  by  the  inclusion  of  a  mechanism  to  seek  input  and 
to  assure  the  concerns  are  appropriately  addressed. 

This  is  needed  is  to  ensure  that  no  one  special  interest  or  tissue 
bias  overpowers  the  totality  of  a  process  which  is  meant  to  repre- 
sent an  entire  form  of  health  care. 

Transplantation  medicine  has  many  similarities,  but  many  diver- 
sities. The  procurement  times  and  disease  contraindications  are 
vastly  different  between  corneas  and  bone.  Therefore,  generic  regu- 
lations could  adversely  affect  either  and  actually  impair  patient 
outcomes. 

Legislation  must  recognize  the  differences  in  tissues  and  tissue 
practices  and  the  needs  for  evolution  and  development  while  assur- 
ing there  is  an  equality  and  balance  in  the  representation  of  each 
specific  tissue. 

Finally,  the  association  appreciates  the  work  of  the  Congressman 
and  his  staff  and  extends  cooperation  to  you  in  your  efforts  to  im- 
prove tissue  transplant  health  care  delivery  while  exercising  re- 
straint in  health  care  costs.  A  program  which  adheres  to  a  stand- 
ard of  performance  which  improves  safety  and  recipient  outcome 
will  benefit  those  who  receive  and  those  who  deliver  this  form  of 
health  care.  Thank  you.  \ 

[Ms.  Heck's  statement  may  be  found  in  the  appendix.] 
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Chairman  Wyden.  Thank  you  very  much,  Ms.  Heek.  I  think  your 
organization  does  excellent  work.  I  started  getting  involved  with 
you  all  back  when  I  w£is  the  co-director  of  the  Gray  Panthers  at 
home  many  years  ago,  so  we  have  enjoyed  working  with  you. 

I  don't  know  that  line  22  off  the  top  of  my  head  when  you  were 
talking  about  the  bill,  but  I  suspect  you  are  right  and  we  need  to 
do  some  additional  work.  We  will  work  with  you  on  the  definitions 
and  the  advisory  committee  and  all  of  the  points  that  you  are 
making. 

Let  me  recognize  my  friend  and  if  he  has  any  questions. 

Mr.  COMBEST.  No. 

Chairman  Wyden.  Ms.  Heck,  with  that,  we  are  happy  to  have 
you  stay,  but  we  were  told  that  you  had  a  plane  to  catch  and  we 
can  excuse  you  at  this  time  and  thank  you  for  a  chance  to  work 
closely  with  your  organization. 

Ms.  Heck.  Thank  you. 

Mr.  CoMBEST.  You  understand  the  reason  is  it  is  hard  on  us  to  be 
away  from  Texas  for  very  long. 

Ms.  Heck.  That  is  true. 

Chairman  Wyden.  There  has  been  a  lot  of  jockeying  between  the 
Northwest  and  Texas  today.  In  fact,  it  is  good  to  have  another 
Northwest  witness.  I  hope  I  am  pronouncing  your  name  right,  is  it 
Margery  Moogk? 

Ms.  Moogk.  Moogk  like  book. 

Chairman  Wyden.  All  right.  Ms.  Moogk,  welcome.  I  will  have  to 
tell  you  I  am  going  to  have  to  keep  all  of  you  on  the  5-minute  rule 
and  I  know  there  is  sort  of  a  biological  compulsion  to  have  every- 
body read  their  statement,  but  we  will  put  it  in  the  record  and  you 
can  just  talk  for  5  minutes  or  so  about  your  principal  concerns. 
That  would  be  helpful,  and  welcome  Ms.  Moogk. 

TESTIMONY  OF  MARGERY  MOOGK,  MANAGER,  NORTHWEST 
TISSUE  CENTER,  SEATTLE 

Ms.  Moogk.  Thank  you.  Mr.  Chairman,  subcommittee  members, 
ladies  and  gentlemen,  I  am  Margery  Moogk.  I  am  manager  of  the 
Northwest  Tissue  Center  in  Seattle,  Washington,  and  president  of 
the  Western  Association  of  Tissue  Banks  and  currently  chair  of  the 
AATB  Education  Committee. 

The  Northwest  Tissue  Center  is  one  of  many  nonprofit  regional 
tissue  banks  who  are  responsible  to  community  boards  and  who 
provide  most  of  the  tissue  transplanted  across  the  United  States.  I 
speak  in  favor  of  regulatory  oversight,  not  because  there  have  been 
many  problems  with  transplanted  tissue,  but  because  there  is  a 
need  to  ensure  that  all  patients  have  equal  access  to  safe,  high 
quality  tissue.  The  availability  of  that  tissue  depends  on  the  gener- 
osity of  donor  families  who  consent  to  donation. 

I  urge  the  development  of  oversight  that  recognizes  the  chal- 
lenges inherent  in  a  system  that  depends  on  the  public's  perception 
of  integrity  and  fairness. 

Negative  publicity  undermines  public  confidence.  So  we  must  be 
concerned  not  only  about  our  own  program's  image  but  also  about 
tissue  banking  in  general.  The  community  that  supports  our  pro- 
gram must  have  confidence  in  our  stewardship,  our  ethics  and  the 
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safety  and  quality  of  the  tissue  we  provide.  They  must  trust  that 
they  will  have  fair  access  to  tissue  at  reasonable  service  fees. 

In  spite  of  the  absence  of  regulation,  the  vast  majority  of  tissue 
provided  by  U.S.  tissue  banks  is  both  safe  and  of  high  quality.  This 
good  record  can  be  credited  in  large  part  to  the  efforts  of  the  AATB 
and  its  member  banks. 

But  there  is  no  requirement  for  AATB  accreditation.  Many  orga- 
nizations have  chosen  not  to  join  or  be  inspected  by  the  AATB. 
Some  of  them  may  be  operating  according  to  the  same  standards, 
but  there  is  no  doubt  that  many  are  not. 

Many  hospitals  are  unaware  that  they  have  the  responsibility  for 
assuring  safety  of  transplant  tissue  for  their  patients.  They  may 
choose  a  supplier  only  by  comparing  fee  schedules,  not  realizing 
that  there  are  no  minimum  standards  to  which  all  tissue  banks 
must  adhere. 

No  regulations  control  the  establishment  or  function  of  tissue 
banks.  There  are  no  requirements  defining  screening  criteria  to 
evaluate  donors,  recommendations  for  testing  tissue  donors,  are 
guidelines  without  enforcement  power  behind  them.  Voluntary 
standards  are  sufficient  to  protect  only  those  patients  who  receive 
tissue  transplants  processed  by  banks  who  choose  to  comply  with 
them. 

Modern  tissue  processing  resembles  manufacturing  in  many  of 
its  processing  techniques,  but  we  must  remember  that  the  material 
with  which  we  start  is  of  human  origin.  There  will  always  be  some 
risk.  We  have  learned  much  from  our  colleagues  in  the  blood  bank- 
ing community  about  reducing  this  risk. 

The  first  level  of  safeguards  involve  techniques  used  to  screen  po- 
tential donors.  There  should  be  no  inducements  to  donate.  They 
can  comprise  a  complete  donor  history  which  is  critical  to  the  eval- 
uation of  the  appropriateness  of  the  donor.  Specific  questions  about 
health  and  social  history  must  be  asked  of  and  answered  by  some- 
one who  has  specific  knowledge  about  the  donor.  A  thorough 
review  of  each  donor's  —  of  each  potential  donor's  medical  chart  is 
critical. 

Donor  blood  testing  provides  the  second  level  of  protection  from 
disease  transmission.  Screening  the  donor  population  to  exclude 
the  high  risk  subgroup  before  testing  minimizes  the  chance  that  an 
infected  donor  will  escape  detection  by  the  tests.  Testing  serves  as 
the  safety  net  confirming  the  quality  of  the  donor.  The  same  bat- 
tery of  tests  should  be  required  for  both  blood  and  tissue  donors. 
When  a  new  test  is  licensed  banks  should  be  required  to  begin  test- 
ing new  donors  and  to  test  retained  samples  of  blood  from  donors 
whose  tissue  is  sill  in  inventory. 

When  the  first  test  for  hepatitis  C  was  licensed  in  1990,  not  all 
tissue  banks  agreed  on  the  need  to  test  tissue  donors.  As  a  Depart- 
ment of  the  Puget  Sound  Blood  Center,  we  concluded  that  the  risk 
identified  by  the  blood  banking  community  was  sufficient  evidence, 
so  we  implemented  testing.  We  also  initiated  at  that  time  a  look- 
back study  in  an  attempt  to  determine  if  hepatitis  C  was,  in  fact, 
transmissible  by  tissue  transplant. 

We  tested  stored  serum  from  earlier  donors.  We  located,  discard- 
ed, and  replaced  tissue  not  yet  used  from  donors  who  tested  reac- 
tive or  who  could  not  be  tested.  We  notified  surgeons  whose  pa- 
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tients  received  tissues  from  reactive  donors  and  we  requested  that 
they  notify  their  patients.  Then  we  tested  the  recipients.  Testing 
results  showed  that  some  recipients  had  been  exposed  to  hepatitis 
C  from  transplanted  tissue,  but  since  they  have  no  symptoms  of  the 
disease,  they  would  not  have  otherwise  been  diagnosed. 

Chairman  Wyden.  Ms.  Moogk,  I  am  sorry  to  interrupt.  We  are 
over  5  minutes  at  this  point  and  if  you  could  try  to  highlight  some 
of  your  principal  concerns,  that  would  be  sure  helpful. 

Ms.  Moogk.  I  suppose  what  I  want  you  to  understand  from  the 
study  that  we  did  with  hepatitis  C  is  the  difficulties  that  we  had  in 
tracking  those  patients. 

As  a  result  of  that,  we  have  —  we  have  developed  an  improved 
tracking  system  in  collaboration  with  our  hospitals. 

I  don't  know  if  you  want  me  to  go  into  the  details  of  that  track- 
ing system,  but  because  we  have  a  computerized  system  in  combi- 
nation with  a  distribution  log  that  we  send  to  them,  that  becomes 
their  running  inventory.  We  can  review  with  them  what  tissue  we 
show  they  have  not  yet  reported  the  use  and  confirm  whether  or 
not  they  still  have  it  in  their  inventory  or  inspire  them  then  to 
report  that  use. 

Again,  their  compliance  with  this  is  entirely  voluntary,  but  once 
they  understood  the  similarities  with  their  responsibilities  for 
tracking  blood,  it  did  seem  reasonable  to  them.  We  can  now  track 
90  percent  of  our  tissue  to  the  recipients  and  that,  of  course,  gives 
us  the  ability  for  patient  notification  and  product  recall  if  that  be- 
comes necessary.  It  gives  us  the  basis  for  follow-up  studies  to  assess 
long-term  outcomes  and  improved  tissue  quality  and  it  may  also 
encourage  adverse  outcome  reporting. 

We  must  have  more  information  about  what  we  think  are  rare 
graft  failures  if  we  are  to  make  improvements  in  our  procedures. 

My  submitted  testimony  also  includes  some  information  about 
what  we  think  should  be  included  in  labeling.  I  think  I  could  sum- 
marize that  by  saying  that  most  of  those  are  standards  set  by  the 
American  Association  of  Tissue  Banks.  Dr.  Mankin  said,  and  I 
would  reinforce  that  we  don't  see  a  need  to  restrict  the  use  or 
specify  the  use  of  that  tissue  on  the  label.  That  continues  to  be 
medical  practice. 

We  urge  that  the  regulations  focus  on  licensing  the  organization 
to  perform  in  accordance  with  defined  standards  procedures  for 
which  permits  have  been  granted.  We  do  not  see  a  need  for  sepa- 
rate product  licensing,  especially  for  preparations  and  applications 
that  have  a  long  history  of  use  by  medical  practitioners. 

We  learned  from  our  first  experience  with  the  FDA  when  they 
began  regulating  human  heart  valves  as  manufactured  devices  that 
oversight  can  result  in  improved  process  control.  We  also  learned 
that  if  it  is  not  appropriately  designed,  it  may  limit  access  to  tissue 
and  dramatically  increase  the  cost  of  providing  tissue  without  de- 
monstrably improving  safety  or  quality.  It  will  be  crucial  that  regu- 
lation not  be  so  restrictive,  cumbersome,  or  expensive,  that  it  un- 
necessarily limits  improvements  or  innovations  in  this  still  rela- 
tively new  area  of  medical  treatment. 

[Ms.  Moogk's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Thank  you  very  much  and  we  will  have  some 
questions  in  a  moment. 
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Mr.  Anderson,  welcome. 

TESTIMONY  OF  STEVEN  G.  ANDERSON,  PRESIDENT,  CRYOLIFE, 
INC.,  MARIETTA,  GEORGIA 

Mr.  Anderson.  Good  morning,  Mr.  Chairman  and  members  of 
the  subcommittee.  My  name  is  Steven  Anderson  and  I  am  presi- 
dent and  co-founder  of  Cryolife,  Inc.,  of  Marietta,  Georgia,  and  I  am 
pleased  to  have  the  opportunity  to  share  some  of  our  views  on 
tissue  regulation. 

My  company  was  founded  in  1984.  We  specialize  in  preserving 
human  heart  valves,  veins,  and  connective  tissue.  We  provide  serv- 
ices to  about  139  organ  and  tissue  banks  in  the  United  States. 
Since  1984,  about  900  physicians  at  350  medical  centers  have  im- 
planted more  than  15,000  valves  that  we  have  preserved.  About  60 
percent  of  these  values  been  implanted  in  children  under  15. 

In  1993,  we  expect  to  preserve  tissue  from  over  3,400  donors.  We 
are  proud  of  our  advanced  technology,  but  we  know  that  tissue 
preservation  is  really  in  its  infancy.  We  have  had  a  number  of 
R&D  successes  and  these  successes  include  a  viral  inactivation  so- 
lution for  orthopedic  tissues  that  kills  yeast,  bacteria,  fungi,  and 
many  viruses  including  HIV  and  hepatitis  on  contact. 

We  feel  that  our  most  exciting  current  research  is  the  Syner- 
Graft  technology,  which  is  a  pig  heart  valve  matrix  that  has  a  pa- 
tient's own  cells  grown  on  it.  In  other  words,  a  combination  xeno- 
graft-allograft heart  valve.  Using  the  patient's  own  cells  can  virtu- 
ally eliminate  the  possibility  of  rejection  and  using  a  pig  valve 
matrix  will  virtually  eliminate  the  supply  problems  that  we  are 
presently  confronting  with  allograft  heart  valves. 

Animal  trials  are  scheduled  to  begin  on  this  product  in  1995  and 
we  are  hopeful  that  human  trials  will  begin  in  1997. 

We  have  also  developed  a  bioadhesive  that  is  made  to  seal  suture 
lines  and  to  promote  wound  healing.  This  surgical  glue  is  derived 
from  human  fibrinogen.  Animal  trials  are  expected  to  begin  in 
March  of  1994  with  this  product  and  we  are  hopeful  that  we  can 
begin  human  clinical  trials  in  late  1994  or  early  1995. 

We  at  Cryolife  believe  that  several  principles  should  guide  the 
development  of  human  tissue  legislation  and  first  is  the  principle 
that  patient  health  and  safety  is  paramount  and  that  the  regula- 
tory process  should  rigorously  and  aggressively  protect  the  patient. 

Second,  we  believe  that  legislation  should  not  create  barriers  to 
innovation  because  innovation  saves  lives.  Third,  legislation  should 
establish  a  system  that  does  not  overwhelm  regulatory  resources, 
but,  rather,  lets  the  regulators  do  their  job  efficiently  and  well.  Let 
me  address  each  of  these  briefly. 

First,  legislation  should  maximize  patient  protection.  Although 
tissue  processing  and  transplantation  has  been  relatively  safe,  this 
industry  needs  a  strong  and  fair  system  of  regulating  human  tissue 
products  and  a  strong  and  fair  regulator  to  implement  that  system. 

A  regulatory  system  must  minimize  the  risk  of  infectious  disease 
transmission,  ensure  that  tissue  does  what  it  is  represented  to  do, 
and  ensure  that  it  is  processed  in  a  reproducible  manner  that 
leaves  no  room  for  the  distribution  of  substandard  tissue. 
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As  your  draft  bill  suggests,  mandatory  standards  to  prevent  in- 
fectious disease  transmission  would  be  a  pretty  good  start.  We  feel 
these  should  make  mandatory  donor  screening  and  serological  test- 
ing and,  of  course,  a  universal  tracking  system  to  ensure  that 
tissue  can  be  traced  from  donor  to  recipient  and  then  back. 

But  the  goal  of  a  patient  protection  system  demands  that  FDA, 
not  industry,  manage  the  system  and  ensuring  the  safety  and  effi- 
cacy of  transplantable  tissue  which  has  the  proven  potential  to 
transmit  HIV  and  hepatitis  is  too  important,  we  feel,  to  be  delegat- 
ed to  an  industry-oriented  private  accrediting  body. 

Self-regulation  by  an  industry-dominated  accrediting  body  will, 
in  our  opinion,  never  be  as  rigorous  nor  as  aggressive  as  Govern- 
ment regulation  and  consequently  will  not  be  —  as  effectively  pro- 
tect the  patients. 

But  let  me  move  on  to  my  second  principle  and  that  is  that  legis- 
lation should  not  discourage  innovation.  Innovation  can  help  sick 
patients,  make  physicians  more  effective  and  reduce  the  cost  of 
health  care.  This  country's  excellent  medical  care,  including  its 
tissue  processing  industry  is  in  large  part  based  on  innovation,  but 
significant  advances  remain  to  be  accomplished  and  so  it  is  impor- 
tant that  a  regulatory  scheme  not  discourage  creative  —  the  cre- 
ative process. 

There  are  several  ways  in  which  regulatory  schemes  could  block 
innovation  and  one  would  be  to  freeze  the  technology  too  soon 
before  it  is  as  good  as  it  might  get  with  further  development. 

While  we  should  not  lock  in  today's  tissue  processing  technology 
or  mandate  just  one  way  of  doing  things  —  and  I  would  not  choose 
to  regulate  manufacturing  processes  by  means  of  public  standards 
—  if,  however,  we  are  to  have  standards  that  specify  manufactur- 
ing processes,  the  legislation  should  mandate  that  these  standards 
be  broad  enough  to  accommodate  different  processes  and  flexible 
enough  to  accommodate  next  year's  inventions. 

The  Food  Drug  and  Cosmetic  Act  has  long  provided  direction  on 
how  to  accommodate  both  patient  protection  and  intellectual  prop- 
erty rights.  Since  1938,  for  example.  Section  301(j)  has  prohibited 
the  release  of  trade  secrets.  This  does  not  prevent  FDA  from  releas- 
ing appropriate  health  and  safety  information  related  to  products 
it  reviews,  but  it  does  not  release  trade  secrets.  This  principle  has 
worked  well  for  products  based  on  human  tissues,  biologies,  human 
cell  lines  as  well  as  for  other  products,  and  we  feel  that  the  same 
principle  should  be  applied  to  human  tissue  processors. 

Finally,  legislation  should  establish  a  system  that  does  not  over- 
whelm regulatory  resources.  None  of  us  want  to  be  inspected  by  an 
untrained  inspector  or  subjected  to  regulation  that  misconceives 
our  work.  To  avoid  that,  adequate  funding  is  a  necessity  and  we 
understand  that  FDA  does  not  currently  have  sufficient  resources 
to  do  an  effective  job. 

Although  I  would  prefer  to  see  FDA's  regulatory  activities 
funded  through  appropriations,  I  would  certainly  prefer  modest 
and  balanced  user  fees  to  no  regulation  or  misguided  regulation, 
and  I  would  like  to  thank  the  committee  for  the  opportunity  for  us 
to  make  our  comments  and  feelings  known  to  you. 

[Mr.  Anderson's  statement  may  be  found  in  the  appendix.] 
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Chairman  Wyden.  Doctor,  very  helpful  and  we  will  have  some 
questions  in  a  moment.  Let's  see  if  we  can  get  a  little  further  down 
the  road  before  I  have  to  run  off  and  vote. 

Dr.  Eastlund,  welcome. 

TESTIMONY  OF  D.  TED  EASTLUND,  M.D.,  PRESIDENT,  AMERICAN 
ASSOCIATION  OF  TISSUE  BANKS,  RESTON  VIRGINIA 

Dr.  Eastlund.  Thank  you.  Good  morning  Chairman  Wyden  and 
subcommittee  members.  My  name  is  Ted  Eastlund.  I  am  a  physi- 
cian and  a  medical  director  of  a  regional  tissue  bank  in  St.  Paul, 
Minnesota.  I  am  also  the  President  of  the  American  Association  of 
Tissue  Banks. 

The  AATB  is  the  national  professional  organization  that  repre- 
sents over  850  individual  and  institutional  members  that  provide 
the  majority  of  the  human  tissues  for  transplantation  in  the 
United  States,  including  bone,  skin,  semen,  and  cardiovascular  tis- 
sues. 

Established  in  1976  the  AATB  has  a  chief  goal:  To  facilitate  the 
distribution  of  quality  tissues  to  meet  the  needs  of  the  patients.  We 
have  operated  three  major  programs  to  accomplish  this  major  goal. 
One  is  the  publication  every  2  years  of  the  AATB  Standards  for 
Tissue  Banking. 

Second,  is  to  develop  and  implement  and  run  a  program  of  in- 
spection and  accreditation  for  these  tissue  banks  to  ensure  that 
there  is  compliance.  Third,  is  provision  of  a  training  and  a  certifi- 
cation program  for  tissue  bank  specialists  that  run  most  of  the 
tissue  banks  in  the  country  and  actually  provide  the  day-to-day 
work. 

To  date,  the  association  has  trained  and  certified  more  than  500 
tissue  bank  specialists.  We  are  in  the  process  of  developing  the 
same  training  and  certification  program  for  reproductive  tissue 
bank  specialists.  We  believe  in  general  that  our  voluntary  stand- 
ards and  accreditation  programs  have  served  very  well  the  public 
needs.  However,  we  are  here  today  to  offer  our  views  on  the  pro- 
posal outlined  in  your  bill,  the  Human  Tissue  for  Transplantation 
Act  of  1993. 

The  key  actions  that  we  think  should  be  embraced  in  this  legisla- 
tion include,  number  one,  requirement  of  immediate  registration  of 
all  tissue  banks  to  determine  the  scope  of  tissue  banking  in  the 
United  States;  number  two,  the  establishment  of  uniform  donor  se- 
lection requirements  to  ensure  the  lowest  possible  risk  of  disease 
transmission;  and  number  three,  oversight  of  all  tissues  under  a 
single  regulatory  scheme.  In  addition  to  this,  we  favor  reproductive 
tissues  being  included  in  this  scheme. 

Next,  another  key  element  that  we  feel  must  be  included  is  the 
requirement  for  the  hospitals,  physicians,  dentists'  offices  and 
other  health  care  facilities  to  track  the  handling  and  disposition  of 
tissues. 

I  surveyed  Minnesota  hospitals  and  found  that  47  percent  failed 
to  log  in  tissues  upon  receipt.  Twenty-eight  percent  did  not  record 
storage  temperatures.  Forty-two  percent  did  not  record  the  date 
and  time  of  issuance  of  this  tissue  to  the  operating  room. 
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One  way  to  ensure  traceability  within  hospitals  would  be  to 
make  tracking  a  requirement  for  eligibility  of  direct  or  indirect 
Medicare  and  Medicaid  reimbursement  in  any  national  health  care 
program.  Included  in  this  requirement  of  hospitals  should  be  a  re- 
quirement for  the  reporting  of  suspected  or  actual  disease  trans- 
mission. 

In  addition,  we  have  concerns  and  we  would  like  to  see  the  fol- 
lowing concerns  addressed  and  acted  upon.  Number  one,  an  exemp- 
tion from  pre-market  approval  requirements  for  those  human  tis- 
sues currently  in  common  use  in  order  to  ensure  continued  recov- 
ery and  distribution  of  these  needed  transplantable  tissues. 

Number  two,  equal  application  of  regulatory  oversight  to  tissues 
imported  into  the  United  States 

Number  three,  appointment  of  persons  who  are  actively  involved 
in  tissue  banking  to  the  Tissue  Advisory  Committee  proposed  in 
this  bill. 

Number  four,  deletion  of  human  heart  valves  from  class  three 
medical  device  classification  and  include  them  in  the  provisions  of 
this  legislation. 

Finally,  the  association  does  not  support  the  legislation's  recom- 
mendation that  user  fees  fund  this  entire  regulatory  program.  The 
association  calculates  that  the  tissue  banks  in  the  United  States 
generate  annual  gross  revenues  of  less  than  $100  million.  The  aver- 
age number  of  employees  in  an  accredited  tissue  bank  is  fewer 
than  15  persons.  At  least  75  percent  of  those  have  revenues  of  less 
than  a  million. 

It  has  been  estimated  that  the  cost  of  these  governmental  regula- 
tory programs  would  approach  approximately  $5  million.  User  fees 
of  this  magnitude  cannot  be  absorbed  by  these  nonprofit  tissue 
banks  without  passing  them  through  directly  to  patients. 

It  is  important  that  service  fees  in  providing  these  grafts  be 
maintained  at  reasonable  levels  so  as  not  to  jeopardize  the  public's 
willingness  to  take  part  in  a  voluntary  donation  program. 

Increasing  the  cost  of  pursuing  this  limited  resource  of  tissues 
might  be  the  straw  that  breaks  the  camel's  back  for  some  of  the 
small,  but  excellent  tissue  banks.  Although  tissue  banking  is  a 
small  part  of  health  care,  increases  in  health  care  costs  are  never 
welcome  and  especially  at  this  time. 

In  conclusion,  the  American  Association  of  Tissue  Banks  appreci- 
ates the  opportunity  to  present  our  views  on  the  proposed  Human 
Tissue  for  Transplantation  Act.  We  believe  this  bill  provides  a 
sound  framework  for  the  regulation  of  tissue  banks.  The  associa- 
tion is  prepared  to  work  closely  with  the  subcommittee  staff  in  de- 
veloping Federal  policy  that  will  ensure  the  safety  of  banking 
human  tissues  while  maintaining  the  continued  supply  of  tissue 
and  cell  transplants  needed  by  patients.  Thank  you. 

[Dr.  Eastlund's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Doctor,  thank  you,  very  helpful  and  we  are 
going  to  be  working  closely  with  you  as  we  have  been.  I  have  got  a 
vote  on  the  Floor.  I  am  going  to  run  over  and  then  we  will  proceed 
with  you.  Dr.  May,  and  then  we  will  start  in  with  some  questions.  I 
do  have  a  very  detailed  set  of  questions  for  this  panel  when  we 
come  back. 

[Recess.] 
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Chairman  Wyden.  Let  us  go  forward  because  it  looks  like  we 
may  have  some  votes  here  in  a  few  minutes. 

Dr.  May,  we  welcome  you.  If  you  could  stick  to  the  five-minute 
rule  it  would  be  helpful  and  I  am  just  going  to  be  a  yo-yo  back  and 
forth  here.  Welcome. 

TESTIMONY  OF  S.  RANDOLPH  MAY,  PH.D.,  NATIONAL  HEAD- 
TISSUE  SERVICES,  AMERICAN  RED  CROSS 

Mr.  May.  Good  afternoon.  Chairman  Wyden  and  members  of  the 
subcommittee.  My  name  is  Randolph  May  and  I  am  national  head 
of  Tissue  Services  of  the  American  Red  Cross.  I  was  a  founding 
member  of  the  American  Association  of  Tissue  Banks  and  I  have 
served  on  the  board  of  governors  and  executive  committee  of  that 
organization.  I  am  also  the  past  president  of  the  international  Soci- 
ety Of  Cryobiology. 

The  American  Red  Cross  welcomes  the  opportunity  to  testify 
today  before  this  committee  on  the  subject  of  the  regulation  of 
human  tissues  used  for  medical  therapy.  The  American  Red  Cross 
has  provided  transplantable  tissue  to  the  American  public  since 
1984  by  undertaking  much  needed  procurement,  processing,  stor- 
age, and  distribution  in  32  regional  tissue  banks  which  serve  25 
States. 

We  supply  human  bone,  heart  valves,  veins,  skin,  tendons,  and 
cartilage  for  transplant  so  the  recipients  can  walk  and  hear  and  re- 
cover from  burns  and  trauma. 

Currently  we  distribute  about  20  percent  of  all  tissues  used  for 
transplantation  in  this  country.  The  standards  of  the  American 
Red  Cross  tissue  services,  which  are  updated  annually,  are  the 
most  demanding  in  the  industry.  We  are  proud  of  that  and  are 
proud  that  for  nearly  a  decade  we  have  supplied  hundreds  of  thou- 
sands of  pieces  of  transplantable  tissue  without  a  single  reported 
and  verified  incidence  of  transmission  of  disease. 

Tissue  procurement,  distribution,  and  transplantation  efforts  in 
the  United  States  are  safe  because  organizations  like  the  American 
Red  Cross,  others  sitting  at  this  table,  and  others  out  in  the  field 
that  aren't  represented  here  today,  maintain  high  voluntary  stand- 
ards and  procedures.  However,  we  are  concerned  that  as  tissue 
banking  efforts  increase  and  broaden,  new  entrepreneurs  entering 
the  tissue  banking  field  may  be  motivated  by  purely  commercial  in- 
terests and  may  not  adhere  to  the  same  strict  standards  as  does  the 
Red  Cross  and  others. 

Mr.  May.  This  will  increase  the  likelihood  of  substandard  tissue. 
AATB  estimates  that  there  are  already  about  400  to  500  unregis- 
tered organizations  engaging  in  the  procurement,  processing,  stor- 
age, or  distribution  of  human  allograft  tissues.  It  is  very  important 
for  Congress  to  address  the  issue  of  tissue  bank  regulation  at  this 
time,  not  because  there  is  a  significant  problem  in  tissue  safety 
now,  but  because  there  is  a  potential  problem  that  can  be  avoided 
by  foresight  and  governmental  action. 

Now,  I  wish  to  address  the  need  for  enforcement  standards.  The 
Red  Cross  has  been  working  to  promote  the  adoption  of  Federal 
standards  since  1991,  and  our  Board  of  Governors  formally  adopted 
this  position  in  January  of  1992. 
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We  believe  the  safety  and  public  support  will  be  maintained  if 
the  Food  and  Drug  Administration  first  registers  and  licenses  all 
tissue  banks,  which  include  those  that  engage  in  procurement, 
processing,  storage  or  distribution;  second,  that  FDA  establishes 
standard  tissue-specific  donor  screening  procedures;  and  third,  that 
we  all  develop  effective  tracking  procedures  in  order  to  identify  the 
source  of  any  infection  after  transplant  and  to  identify  the  tissue 
recipients  who  may  be  at  risk. 

The  Red  Cross  believes  that  the  full  benefits  of  Federal  regula- 
tion of  tissue  banks  will  not  be  realized  unless  there  is  a  sense  of 
shared  responsibility  for  maintaining  the  records  needed  to  track 
tissue.  We  believe  that  the  tissue  bank  itself  should  track  the 
tissue  up  to  the  final  entity,  that  is  the  hospital  involved,  but  tissue 
banks,  hospitals  and  other  users  must  all  accept  their  share  of  re- 
sponsibility. 

While  the  FDA  has  limited  authority  to  regulate  hospitals  and 
other  health  care  providers,  it  is  our  understanding  that  other  or- 
ganizations, such  as  the  Joint  Commission  on  the  Accreditation  of 
Health  Organizations,  have  the  authority  to  enforce  recordkeeping 
of  tissues  in  hospitals. 

We  believe  that  FDA  should  regulate  tissue  banks.  The  Ameri- 
can Red  Cross  would  like  to  emphasize  that,  and  based  on  the  fact 
that  in  the  past  FDA  has  been  solely  responsible  under  the  Food, 
Drug  and  Cosmetic  Act  as  the  single  body  designated  to  ensure  the 
protection  of  the  American  people  from  unsafe  medical  devices  and 
biological  materials.  It  has  also  been  charged  with  assuring  that 
such  materials  are  effective  in  their  use  in  humans. 

The  FDA  has  the  statutory  authority  to  regulate  the  procure- 
ment, processing,  storage  and  distribution  of  transplantable  tissues 
today.  Nevertheless,  it  is  appropriate  that  Federal  legislation  clari- 
fy the  position  of  tissue  as  a  material  different  from  drugs,  biolog- 
ies or  devices  under  FDA  oversight. 

The  bill  under  consideration  would  allow  the  inspection  and  ac- 
creditation authority  of  FDA  over  tissue  banks  to  be  placed  with  or 
contracted  to  another  entity,  with  restrictions  requiring  that  the 
entity  be  nonprofit  and  that  it  not  have  any  financial  relationship 
with  human  tissue  banks  being  inspected  by  that  entity.  To  ensure 
complete  objectivity  and  impartiality  and  also  the  safest  tissue  pos- 
sible, we  recommend  that  the  FDA  itself  provide  proper  inspectors 
of  tissue  banks  and  that  the  proposed  legislation  include  con- 
straints upon  the  power  to  subcontract  this  authority  to  non-FDA 
entities. 

One  of  the  basic  issues  addressed  by  the  proposed  legislation  is 
the  definition  of  human  tissue  for  regulatory  purposes.  The  Red 
Cross  believes  that  all  tissues  transplanted  in  the  normal  body  lo- 
cation or  in  bodily  locations  in  which  similar  allograft  tissue  would 
be  used,  should  be  covered  by  this  proposed  legislation.  This  would 
mean  that  the  legislation  would  regulate  the  use  of  allograft  cor- 
neas to  replace  damaged  corneas,  femur  heads  could  be  used  to  re- 
place femur  heads,  and  ground  bone  powder  without  additives 
could  be  used  to  build  up  lost  bone. 

This  definition  would  only  exclude  composite  materials.  Such 
composites  would  be  of  bone  and  drugs,  like  blood  factors,  or  bone 
and  biomechanical  devices.  They  need  to  be  tested  for  safety  and 
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efficacy  in  a  more  traditional  FDA  format.  Thus,  we  recommend 
the  removal  of  heart  valves  and  dura  matter  from  device  regula- 
tory requirements,  the  elimination  of  the  current  IDE  in  the  case 
of  heart  valves,  and  the  inclusion  of  ground  bone  powder  as  human 
tissue.  This  position  supports  preenactment  status  for  tissues  in 
current  use  and  argues  that  these  tissues  shall  be  placed  in  a  spe- 
cific new  tissue  category  under  FDA  oversight. 

The  Red  Cross  has  concerns  about  the  importation  of  foreign 
tissue  that  does  not  meet  the  current  AATB  standards  or  the  pro- 
posed Federal  standards.  Therefore,  we  support  any  efforts  to  ex- 
clude tissue  from  importation  until  the  quality  and  safety  of  this 
material  can  be  assured. 

Finally,  I  would  like  to  speak  to  the  issue  of  the  cost  of  Federal 
regulation  of  tissue  banking.  The  proposed  legislation  calls  for  user 
fees  to  cover  the  cost  of  implementing  registration  and  inspection 
of  tissue  banks.  Imposition  of  user  fees  would  ill  serve  the  Ameri- 
can public.  User  fees  were  introduced  by  the  FDA  after  prolonged 
and  difficult  negotiations  with  the  for-profit  pharmaceutical  indus- 
try to  address  a  backlog  of  new  drug  applications.  There  was  a 
clear  quid  pro  quo.  In  exchange  for  the  user  fees,  the  FDA  would 
agree  to  hire  600  new  inspectors  and  expedite  the  processing  of 
new  drug  applications. 

This  same  situation  does  not  exist  within  human  tissue  procure- 
ment and  transplant  services.  In  contrast  to  the  large,  highly  prof- 
itable pharmaceutical  industry,  the  vast  majority  of  the  U.S.  tissue 
banks  are  small,  not-for-profit,  community-based  operations. 

The  total  amount  of  annual  revenues  within  this  industry  is  esti- 
mated at  $100  million.  Three-quarters  of  the  tissue  banks  in  the 
United  States  have  annual  revenues  of  less  than  $2  million.  Tissue 
procurement  is  dependent  on  the  public  perception  that  donating 
the  tissue  of  a  deceased  loved  one  is  a  humanitarian  service,  not  a 
commercial  activity.  The  imposition  of  user  fees  for  tissue  banking 
would  jeopardize  that  perception. 

I  would  like  to  again  thank  Congressman  Wyden  for  the  opportu- 
nity to  contribute  to  this  hearing  on  tissue  banking.  The  American 
Red  Cross  wishes  to  work  closely  with  you  and  the  subcommittee  to 
develop  an  effective  method  of  Federal  regulation  of  human  allo- 
graft tissues.  Today's  hearing  is  a  good  beginning  to  the  develop- 
ment of  regulation  that  will  protect  the  American  people  while  en- 
couraging their  humanitarian  decision  to  make  a  lifesaving  and 
life-enhancing  gift. 

Thank  you. 

[Dr.  May's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Dr.  May,  thank  you. 

Again  we  have  got  a  vote  on  the  floor. 

All  of  you  have  been  very  helpful. 

Let  me  see  if  I  can  get  a  few  minute's  worth  of  questions  in.  I 
know  Mr.  Bottenfield  and  Ms.  Moogk  are  on  tight  schedules. 
Maybe  I  will  start  with  you  two. 

Mr.  Bottenfield,  your  effort  to  locate  patients  with  HIV-infected 
tissue  seems  to  me  to  highlight  the  need  for  a  tracking  system.  It  is 
really  frightening  to  hear  that  a  hospital  doesn't  even  have  a 
record  of  receiving  tissue,  and  it  certainly  has  got  to  be  ominous  to 
the  patients  when  you  are  talking  about  follow-up  care. 
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My  sense  is  the  reality  of  what  you  are  conveying  to  us  now  is 
that  you  can  have,  under  today's  system,  in  effect,  a  human  time- 
bomb,  an  individual,  a  tissue  recipient,  who  is  out  there  infected 
with  HIV  tissue  and  they  don't  even  know  it;  is  that  essentially 
what  you  all  found  in  your  experience? 

Mr.  BoTTENFiELD.  Yes,  it  was.  Although  47  to  48  total  recipients 
may  have  been  affected,  very  few  actually  contracted  HIV  or  the 
transmission  rate  was  quite  low,  theorized  to  be  in  part  due  to  the 
nature  of  the  individual  tissue  grafts  processed  in  different  nian- 
ners.  But  yes,  in  theory,  you  can  have  that  occur,  that  there  is  a 
patient  who  has  received  a  tissue  graft,  disease  transmission  has 
occurred,  and  there  is  no  way  to  track  that  patient. 

Chairman  Wyden.  And  it  is  possible  at  that  point  that  that  indi- 
vidual could  have  transmitted  HIV  after  they  became  HIV  posi- 
tive? 

Mr.  BoTTENFiELD.  Absolutely,  secondary  or  vertical  transmissions 
could  occur. 

Chairman  Wyden.  And  how  many  instances  exactly  are  unac- 
counted for  in  the  case  you  described?  Now,  I  remember  you  took 
us  through  a  number  of  them  and  I  understand  there  is  still  a 
number  of  cases  that  are  simply  unaccounted  for.  Could  you  take 
us  through  that  again? 

Mr.  BOTTENFIELD.  By  our  best  guess,  there  are  10  potential  pa- 
tients that  are  unaccounted  for.  Because  six  grafts  could  not  be 
readily  identified,  that  they  had  either  been  received  or  transplant- 
ed, we  don't  really  know  if  there  are  patients  affected  by  that.  If 
we  assume  that  there  are,  there  are  a  total  of  10  patients  that  have 
not  been  able  to  be  identified  and/or  located  and  tested. 

Chairman  Wyden.  Do  you  believe  that  the  hospitals  would 
comply  with  a  legal  requirement  that  they  have  to  keep  distribu- 
tion records? 

Mr.  BOTTENFIELD.  I  think  they  would.  In  our  particular  case,  be- 
cause of  the  difficulty  in  tracking  patients  and  because  of  the  hos- 
pital's diligence  in  attempting  to  track  patients,  several  policy 
changes  came  about  in  hospitals  in  our  local  service  area.  So  I  was 
encouraged  by  their  diligence  in  trying  to  track  the  patients,  and  I 
am  encouraged  by  their  change  in  policy  for  these  couple  hospitals 
in  our  local  area. 

Chairman  Wyden.  But  the  long  and  short  of  it  is,  as  long  as  you 
have  a  voluntary  system  where  you  have  people  playing  with  dif- 
ferent sets  of  rules,  people  like  yourselves  are,  to  some  extent, 
going  to  have  your  hands  tied.  It  seems  to  me,  you  have  got  a  case 
now  where  you  have  got  people  who  are  unaccounted  for,  some  of 
your  facilities  have  changed  the  rules,  but  still  we  have  got  people, 
number  one,  who  aren't  accounted  for,  and  number  two,  we  can 
have  this  happening  again  because  we  don't  have  a  common  set  of 
rules. 

Mr.  BOTTENFIELD.  Absolutely.  I  think  it  probably  boils  down  to  an 
educational  factor.  Those  hospitals  that  were  intimately  involved 
in  this  tragic  case  obviously  modified  their  behavior  due  to  the  edu- 
cation they  received  in  the  process.  But  until  a  hospital  has  gone 
through  that,  there  are  very  few  that  may  even  recognize  the  risk 
involved. 
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Chairman  Wyden.  Well,  I  would  hope  that  the  public  health 
system  consisted  of  more  than  waiting  for  tragedy  to  happen.  I 
mean,  the  example  that  you  gave  is,  unfortunately,  one  that  got 
people's  attention,  changes  were  being  made  voluntarily,  but  as  we 
have  heard  today,  we  have  got  something  like  50  of  the  600  banks 
in  our  country  actually  going  along  with  the  kinds  of  standards 
that  are  necessary.  There  are  probably  more,  but  certainly  there 
are  hundreds  that  aren't.  What  we  don't  know  in  this  field  certain- 
ly can  hurt  us. 

Let  me  turn  to  you,  Ms.  Moogk,  if  I  could,  because  I  think  what 
you  have  told  us  to  some  extent  tracks  the  same  kind  of  message. 
You  talk  about  the  matter  of  reaching  11  of  the  19  known  recipi- 
ents, and  in  one  case  you  had.  But  one  doctor  chose  not  to  notify 
their  patient,  and  one  hospital  couldn't  identify  the  recipient.  Do  I 
understand  correctly  that  one  of  these  patients  didn't  even  know 
that  they  had  received  human  tissue? 

Ms.  Moogk.  That  is  correct.  When  the  physician  was  notified  — 
when  we  spoke  with  the  physician,  he  of  course  was  particularly 
reluctant  to  speak  with  his  patient  since  that  patient  didn't  even 
know  he  had  received  human  tissue  in  his  operation.  When  he  did 
reveal  that  to  the  patient,  we  then  got  a  call  from  the  patient 
wanting  some  more  information  about  human  tissue  and  the  actual 
risk  to  which  he  had  been  subjected. 

Chairman  Wyden.  So  does  this  mean  that  there  are  patients 
walking  around  with  no  idea  that  they  have  contracted  hepatitis 
C? 

Ms.  Moogk.  I  think  it  is  fair  to  say  that,  yes.  As  far  as  we  know, 
our  bank  and  two  other  tissue  banks  are  the  only  ones  who  did, 
who  pursued  a  follow-up  study,  trying  to  track  patients  who  re- 
ceived tissue  from  donors  that  had  not  been  tested,  because  there 
was  no  test  available.  That  kind  of  look-back  study  was  not  re- 
quired. It  was  not  required  of  tissue  banks.  It  was  not  required  of 
blood  banks. 

We  have  known  throughout  the  history  of  tissue  banking  that 
there  would  be  risk  associated  with  receiving  a  human  allograft. 
One  of  those  risks  was  non-A,  non-B  hepatitis,  for  which  there  was 
no  test. 

Chairman  Wyden.  I  assume  that  these  tracking  issues  are  even 
more  serious  as  it  relates  to  foreign  tissue;  is  that  correct? 

Ms.  Moogk.  I  would  expect  that  it  would  be  significantly  more 
difficult,  yes. 

Chairman  Wyden.  How  many  calls  are  you  getting  from  brokers 
trying  to  move  foreign  tissue  and  what  is  your  sense  about  the 
quality  of  the  foreign  tissue? 

Ms.  Moogk.  We  have  probably  had  three  or  four  calls  from 
people,  some  of  whom  choose  not  to  identify  themselves,  are  just 
interested  in  knowing  whether  or  not  our  bank  would  be  interested 
in  receiving  tissue  procured  abroad.  We  have  had  a  couple  of  calls 
from  people  who  sounded  very  responsible  and  reasonable  and 
were  willing  to  give  names  and  telephone  numbers,  but  again,  were 
interested  in  providing  us  with  tissue  procured  in  a  foreign  coun- 
try. Our  response  is  routinely  that  we  are  an  accredited  bank,  it 
would  be  very  difficult  for  us  to  ensure  that  their  standards  met 
those  to  which  we  were  accountable,  that  we  would  be  happy  to 
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process  and  return  that  to  them  if  they  were  choosing  to  distribute 
it  in  their  own  country. 

Chairman  Wyden.  I  have  got  to  go  make  this  vote  on  the  unem- 
ployment bill.  Again,  I  apologize  for  having  to  conduct  our  affairs 
this  way. 

Ms.  Moogk,  I  had  some  additional  questions  for  you.  Maybe  we 
could  submit  them  to  you  in  writing. 

I  understand  you  have  got  an  engagement,  an  important  one, 
with  the  folks  over  at  HHS  on  some  issues  we  are  also  interested 
in.  So  we  will  excuse  you. 

Ms.  Moogk.  Thank  you. 

Chairman  Wyden.  Mr.  Bottenfield,  Dr.  May,  Dr.  Eastlund,  and 
Dr.  Anderson,  if  you  all  could  bear  with  me,  let  me  see  if  I  can 
make  this  vote  again  real  quickly  and  get  right  back. 

Is  that  acceptable  to  you  four? 

All  right. 

[Recess.] 

Chairman  Wyden.  Let  me  thank  our  witnesses  again  for  their 
patience.  I  can  give  you  the  good  news,  that  the  House  is  done 
voting,  so  we  can't  be  forced  to  jump  up  again  for  another  few  min- 
utes. I  appreciate  your  patience. 

Let's  turn  now,  if  we  could,  to  you,  Mr.  Anderson.  It  seems  to  me, 
the  highlights  of  what  you  want  to  convey  to  us  is  that  this  is  a 
field  that  is  increasingly  reliant  on  technical  innovation  and  what 
you  want  to  do  is  make  sure  that  Federal  regulation  allows  for  the 
protection  of  intellectual  property  rights.  Is  that 

Mr.  Anderson.  Yes,  sir. 

Chairman  Wyden.  [continuing],  the  heart  of  what  concerns  you? 

Mr.  Anderson.  Yes,  sir.  It  is  the  opinion  of  the  scientists,  and  my 
preponderance  as  well,  that  we  are  in  the  embryonic  stage  of  a 
brand  new  industry  that  is  built  around  biochemistry  and  biophys- 
ics and  cell  biology  that  will  develop  a  whole  new  series  of  implan- 
table devices  built  upon  those  disciplines,  and  probably  will  include 
products  that  are  combinations  between  xenografts  and  allografts. 
I  think  we  are  just  in  the  infancy  of  that  particular  type  of  technol- 
ogy. 

Chairman  Wyden.  The  regulatory  framework  that  we  are  talking 
about  generally  you  feel  would  allow  for  technical  innovation,  the 
kind  of  scientific  progress  you  talked  about,  while  still  assuring 
that  the  principal  safety 

Mr.  Anderson.  Yes.  I  would  hate  to  see  that  processing  stand- 
ards would  be  established  that  would  limit  those  innovations. 

Chairman  Wyden.  OK.  Let  me  turn  to  you,  Mr.  Day.  It  seems  to 
me  you,  besides  offering  the  support  of  the  Red  Cross,  and  we  are 
very  pleased  to  have  it  for  this  legislation,  make  the  case  that  even 
though,  in  your  opinion,  you  see  many  encouraging  signals  in  the 
field,  your  testimony  seems  to  say  that  to  really  tap  this  field's  po- 
tential, you  have  got  to  have  across-the-board  standards;  is  that 
correct? 

Dr.  May.  Yes.  I  think  that  is  quite  obvious.  It  is  so  obvious  to,  I 
am  sure,  to  the  committee  and  to  the  American  public,  that  stand- 
ardization has  helped  many  medical  fields.  I  think  that  we  should 
have  it  both  ways. 
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We  should  have  innovation,  as  Mr.  Anderson  has  said,  as  well  as 
having  a  nice  firm  foundation  below  which  we  know  the  industry 
will  not  fall  in  terms  of  standards.  A  sort  of  foundation  to  build  a 
structure  on,  if  you  will. 

Chairman  Wyden.  What  are  your  concerns  about  the  offshore  or 
foreign  sources? 

Dr.  May.  I  am  concerned  mainly  by  the  lack  of  knowledge  of  the 
source  material.  There  are  reputable  and  good  and  excellent  banks 
in  Europe.  We  could  name  some  of  them,  but  the  point  is  that 
there  are  some  excellent  banks  in  Europe. 

There  are  also  are  some  sources  in  Europe  that  don't  seem  to  be 
presenting  themselves  in  the  same  way  that  the  reputable  banks  in 
Europe  are  presenting  themselves.  So  I  am  not  against  European 
or  South  American  or  any  foreign  tissue.  I  am  against  substandard 
tissue.  As  long  as  these  entities  can  prove  the  standard  of  their 
tissue,  that  is  fine. 

Chairman  Wyden.  What  I  am  curious  about,  and  we  haven't 
really  touched  on  it,  are  there  quality  assurance  programs  off- 
shore? Is  the  Red  Cross  or  any  of  you  familiar  with  any  specific 
quality  assurance  programs  that  apply  offshore? 

Dr.  May.  The  French  are  putting  together  a  tissue  bank,  specific 
set  of  regulations.  I  know  this  because  they  have  been  using  some 
of  Red  Cross  tissue  banking  standards  to  be  a  basis  for  that. 

In  other  instances,  we  have,  in  Red  Cross,  have  been,  because  we 
have  sister  institutions.  Red  Cross  institutions,  say  in  South  Amer- 
ica, in  one  South  American  country,  we  have  been  instrumental  in 
setting  up  a  bank,  helping  them  locally  to  set  up  one.  This  is  in 
Columbia.  Basically  we  gave  them  our  standards  to  start  with. 

But  we  believe  that  at  some  point  there  will  be  reputable  banks 
everywhere  around  the  world.  This  modality  of  care  is  very  cost- 
effective  and  very  effective  in  treating  human  disease.  We  feel  in 
the  Red  Cross,  it  is  part  of  our  obligation  to,  not  only  do  it  here  in 
the  United  States,  but  to  do  it  in  other  countries,  too,  those  people 
for  themselves,  with  their  own  Red  Crosses. 

Chairman  Wyden.  Well,  we  wish  to  speed  up  the  day  when  there 
is  that  flock  of  good  quality  offshore  banks.  But  with  respect  to  my 
question,  you  said  that  the  French  were  setting  one  up.  You  said 
that,  I  guess  in  was  it  Central  America 

Dr.  May.  It  is  in  Columbia. 

Chairman  Wyden.  [contuning].  you  all  have  encouraged  one.  But 
do  you  know  of  any  government  that  has  set  up  industry-wide 
standards  so  that  we  could  have  some  evidence  that  these  offshore 
sources,  the  kind  of  people  that  seem  to  call  my  tissue  bank  in 
Portland  fairly  frequently,  are  sanitary  and  safe? 

Dr.  May.  No,  I  don't  really  know  of  any  such  standards  on  for- 
eign soil  yet.  But  that  doesn't  mean  they  don't  exist.  It  just  means 
I  don't  know  of  them. 

Chairman  Wyden.  I  suspect,  though,  that  if  these  offshore 
sources  did  comply  with  various  kinds  of  evaluation  standards,  the 
kinds  of  things  we  are  talking  about  in  terms  of  donor  screening 
and  evaluation  criteria,  such  as  tracking,  the  Red  Cross  would 
probably  be,  outside  of  the  FDA,  in  about  as  good  a  position  as  any- 
body to  know.  I  find  it  distressing  that  people  contact  the  Red 
Cross  and  other  major  prestigious  programs  with  some  frequency 
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for  these  offshore  sources  and  it  doesn't  seem  to  be  that  there  are 
any  standards. 

But  let  me  say  that  we  do  appreciate  the  support  of  the  Red 
Cross.  You  all,  of  course,  have  a  provider  network  that  reaches  into 
virtually  every  nook  and  cranny  in  our  country.  I  know  that  there 
are  some  areas  where  we  have  some  modest  differences  of  opinion, 
but  certainly  the  bulk  of  the  program  is  something  that  you  all 
seem  to  be  voicing  support  for  and  we  are  appreciative. 

Dr.  May.  Yes,  we  are  very  supportive  of  this  legislative  effort. 

Chairman  Wyden.  We  will  work  closely  with  you. 

Dr.  Eastlund,  let  me,  if  I  might,  discuss  this  matter  of  the  user 
fees  with  you  all. 

My  question,  I  guess,  really  goes  to  what  level  of  contribution 
could  the  banks  be  expected  to  make?  I  mean,  you  realize  that  we 
are  talking  about  a  fine  line  here,  and  certainly  putting  tissue 
banks  out  of  business  in  the  name  of  paying  user  fees  would  be  a 
particularly  destructive  move  for  the  Federal  Government  to  take. 

My  understanding  was  that  in  the  discussions  you  all  were  will- 
ing to  accept  a  user  fee  at  some  level,  and  then  there  was  a  con- 
cern among  some  of  your  members  that  the  FDA  or  someone.  Sena- 
tor Simon  or  myself,  might  have  been  talking  about  a  fee  that  got 
a  bit  higher  than  you  all  thought  and  that  is  what  produced  your 
position. 

So  I  think  that  if  you  could  clarify  for  us  what  level  of  contribu- 
tion your  banks  might  be  in  a  position  to  make,  that  would  be  help- 
ful. I  want  you  to  know  that  we  intend  to  be  very  sensitive  to  this 
point,  because  it  is  essential  that  we  have  a  program  that  is  respon- 
sibly funded,  that  has  fiscal  integrity.  But  you  aren't  going  to  do 
much  that  is  useful  by  putting  your  folks  out  of  business,  so  we 
want  to  work  closely  with  you  on  that. 

Dr.  Eastlund.  Exactly,  and  that  is  our  concern,  too,  not  only 
that  tissues  remain  available  to  patients,  but  also  that  the  tissue 
banks  can  function  to  successfully  provide  them.  The  biggest  issue 
is  really  we  don't  know  yet  what  impact  it  will  have.  We  need  to 
evaluate  that  before  a  decision  is  made  about  user  fees.  It  is  not 
well-known,  the  level  of  activity  throughout  the  country  right  now, 
it  has  riot  been  well-analyzed  about  what  contribution  is  needed. 

Is  it  for  registration? 

What  relative  proportion  of  this  expense  has  to  do  with  inspec- 
tions, how  much  has  to  do  with  getting  approval  for  use  of  tissues? 
And  so  the  different  varieties  of  expenses  haven't  been  analyzed  by 
us  in  order  to  determine  the  potential  impact  that  is  tolerable  and 
that  wouldn't  interfere  with  the  supply  of  tissues  to  patients. 

So  I  think  to  recap,  I  think  the  analysis  needs  to  be  done  careful- 
ly to  make  some  sensible  decisions. 

Chairman  Wyden.  Is  it  generally  the  feeling  of  your  membership 
that  they  would  be  most  comfortable  if  we  can  reach  an  agreement 
here  quickly  on  this,  looking  at  a  per-tissue-type  kind  of  arrange- 
ment? 

I  gather  that  you  all  have  had  some  reservations  about  looking 
at  a  percentage  of  gross,  revenue,  which  doesn't  strike  me  to  be  a 
way  to  get,  at  this  as  specifically  as  we  might.  I  am  curious  if  your 
people  might  be  more  receptive  to  looking  at  this. 
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Dr.  Eastlund.  Well,  we  have  a  governmental  affairs  committee 
headed  by  Jeff  Sandler,  that  has  representatives  from  every  one  of 
the  tissue  specialties,  and  they  analyzed  this  a  fair  extent.  But  not, 
I  think,  to  the  extent  where  we  can  answer  of  the  different  poten- 
tials that  are,  which  one  has  the  less  impact,  least  impact,  which 
one  is  most  sensible.  So  I  don't  think  our  homework  has  been  done 
in  order  to  give  you  some  sound  advice  about  that. 

Chairman  Wyden.  Well,  I  understand  your  concern.  Let  us  go 
forward  and  try  to  do  some  homework  together  on  this  issue,  be- 
cause I  think  that  this  is  central  to  being  able  to  move  in  an  expe- 
ditious way.  I  want  you  to  know  that  you  will  have  the  full  atten- 
tion of  our  staff  on  both  sides  of  the  aisle,  because  we  understand 
how  important  this  issue  is. 

Let  me  ask  you  just  one  other  question.  Are  you  at  all  concerned 
about  the  possibility  of  any  duplication  of  effort?  Because  we  want 
to  make  sure  that  the  good  banks,  and  we  have  been  consistently 
talking  about  that  group  this  morning,  are  complying  with  the  re- 
sponsible code  of  screening  standards  and  tracking  standards,  and 
do  not,  in  effect,  have  to  do  things  twice.  We  want  them  to  comply 
with  one  set  of  standards. 

Our  sense  is  generally  we  are  integrating  with  this  legislative 
effort  what  is  now  out  in  the  private  sector.  But  I  would  be  inter- 
ested in  your  thoughts  on  that. 

Dr.  Eastlund.  Well,  without  a  doubt,  the  unnecessary  duplica- 
tion of  effort  should  be  avoided.  That  clearly  applies  to  many  levels 
of  these  issues  we  are  discussing,  particularly  in  the  area  of  accred- 
itation. If  there  is  unnecessary  duplication,  we  should  avoid  it. 

Now,  it  is  a  complicated  story,  though,  I  think,  where  tissue 
banks  that  are  following  the  highest  of  standards  already,  will  not 
find  it  difficult  to  meet  standards  that  are  created  that  may  be 
slightly  different  from  now.  So  there  is  not  necessarily  too  much 
difficulty  on  the  tissue  bank  side.  But  on  the  side  of  actually  regu- 
lating and  inspecting,  there  may  be  some  unnecessary  duplication 
there  that  could  be  avoided. 

In  addition,  there  are  other  efforts  that  are  even  more  bother- 
some, that  are  not  quite  related.  But  if  tissue  banks  need  to  apply 
to  get  permission  to  distribute  tissues  they  have  been  distributing 
for  decades  through,  say,  the  pre-market  approval  process,  if  one 
tissue  bank  has  to  do  that  in  order  to  distribute  a  certain  type  of 
bone  and  another  tissue  bank  has  to  do  the  same  in  order  to  get  a 
license,  and  another  tissue,  reduplicating  that  over  and  over  again, 
as  could  have  happened  in  the  heart  valves,  and  is  happening  in 
heart  valves,  I  should  say,  would  create  quite  an  impact,  not  only  a 
burden,  but  also  there  is  many  different  ways  it  might  have  an 
effect  on  the  availability  of  tissues. 

Chairman  Wyden.  Now,  your  people  pay  fees  as,  I  understand  it, 
to  belong? 

Dr.  Eastlund.  There  is  a  membership  fee  for  individual  mem- 
bers, but  also  for  institutional  members  who  are  accredited.  In  ad- 
dition, those  accredited  tissue  banks  that  also  pay  a  fee  during  the 
time  of  accredit  inspection,  accreditation. 

Chairman  Wyden.  So  if  the  FDA,  for  example,  is  part  of  this 
overall  effort  through  a  user  fee,  took  on  some  of  the  burden  of 
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oversight,  would  that  mean  that  your  folks  might  get  a  bit  of  a 
break  in  terms  of  their  fees? 

Dr.  Eastlund.  Well,  that  is  a  complicated  question.  You  could 
look  at  blood  banks,  for  instance.  While  heavily  regulated,  but  the 
professional  organization  that  accredits  professionally  flourishes.  In 
other  words,  professional  accreditation  has  a  role  regardless  of  Fed- 
eral regulation.  So  it  is  hard  to  predict  what  role  our  accreditation 
process  would  have  if  it  was  entirely  done  by  the  FDA.  I  would  pre- 
dict that  the  accreditation  program  would  remain  very  successful, 
just  as  other  portions  of  the  donated  blood  industry  occurs. 

Chairman  Wyden.  Well,  the  challenge  here  is  to  preserve  what  is 
right,  and  it  seems  to  me  that  you  all  are  doing  many  things  in 
that  department,  trying  to  go  forward  and  act  where  we  do  have 
some  holes,  and  we  will  work  closely  with  you,  and  particularly,  let 
us  move  quickly  on  this  matter  of  trying  to  address  the  question  of 
user  fees. 

Dr.  Eastlund.  Thank  you. 

Chairman  Wyden.  You  all  have  been  very  patient.  Unless  you 
have  anything  further  to  add,  this  has  been  a  helpful  panel  and  we 
will  excuse  you  at  this  time. 

Thank  you. 

Chairman  Wyden.  Our  next  two  witnesses.  Dr.  Linden  of  the 
State  of  New  York  Department  of  Health,  and  Dr.  Zoon  from  the 
Drug  Administration  the  Center  for  Biologies. 

If  you  all  will  come  forward. 

Let  me  welcome  all  of  you. 

Dr.  Zoon,  it  is  good  to  see  you  again. 

I  frequently  have  a  chance  to  talk  with  you  and  your  associates. 
You  have  three  at  the  table. 

Are  you  expecting  some  of  your  associates  at  the  FDA  might  be 
involved  in  answering  questions? 

Dr.  Zoon.  Yes,  I  do,  Mr.  Chairman. 

Chairman  Wyden.  All  right.  Let  us  get  them  identified  and  we 
will  involve  them  in  our  formalities  as  well. 

Dr.  Zoon.  OK. 

With  me  is  Dr.  Jur  Strobos  from  the  Office  of  Policy;  Dr.  Janet 
Woodcock,  the  Director  of  the  Office  of  Therapeutics  Research  and 
Review;  and  Ms.  Ann  Wion  from  the  Office  of  General  Counsel. 

Chairman  Wyden.  Very  good. 

Do  any  of  you  have  any  objection  to  being  sworn  as  a  witness 
today? 

Please  rise  and  raise  your  right  hand. 

[Witnesses  sworn.] 

Chairman  Wyden.  Let  us  begin  with  you.  Dr.  Linden,  if  you 
could  take  5  minutes  or  so  and  highlight  your  principal  concerns, 
that  would  be  helpful. 

TESTIMONY  OF  JEANNE  LINDEN,  M.D.,  M.P.H.,  DIRECTOR,  BLOOD 
AND  TISSUE  RESOURCES  STATE  OF  NEW  YORK  DEPARTMENT 
OF  HEALTH,  ALBANY,  NEW  YORK 

Dr.  Linden.  In  New  York  we  like  to  think  of  ourselves  as  a 
leader  in  the  area  of  public  health  surveillance  programs,  and  we 
got  into  the  area  of  surveillance  of  tissue  banks  back  in  1988.  Then 
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in  1990,  Governor  Cuomo  signed  a  transplant  law  that  required  the 
Department  to  create  an  advisory  council  and  also  to  set  standards 
for  and  license  all  tissue  banks. 

Despite  some  problems  with  limited  resources,  the  successful  pro- 
gram has  been  implemented  in  New  York.  Comprehensive  rules  set 
standards  for  donor  medical  history  and  risk  factors  for  disease 
transmission,  laboratory  testing,  and  recordkeeping  to  ensure  abili- 
ty to  track  tissue  disposition. 

The  most  visible  area  of  effective  oversight  that  I  would  like  to 
speak  most  on  today  has  been  the  area  of  semen  banking.  As  a 
result  of  rules  adopted  in  1989,  almost  half  of  the  banks  in  oper- 
ation at  that  time  in  New  York,  chose  to  cease  operations  rather 
than  comply  with  the  standards.  Most  of  those  banks  that  closed 
were  in  physicians'  offices,  some  of  them  using  fresh  semen  from 
completely  untested  donors. 

Based  on  this  experience,  we  recommend  that  any  oversight  pro- 
gram extend  to  all  sites  where  tissue  banking  activities  are  occur- 
ring. In  implementing  the  semen  banking  rules,  many  banks  are 
identified  that  were  not  meeting  standards  and  lacked  technical  ex- 
pertise in  the  area  of  transmissible  disease  testing  and  interpreta- 
tion of  laboratory  tests,  since  most  bank  directors  are  not  patholo- 
gists. I  have  had  occasion  on  more  than  one  occasion  to  explain  the 
difference  between  hepatitis  core  antibody  and  hepatitis  C  antibody 
to  people  running  banks,  who  really  should  understand  those  con- 
cepts. There,  therefore,  is  a  considerable  need  for  education  in  this 
area. 

In  terms  of  specific  problems  that  I  was  asked  to  address  today,  I 
will  give  some  examples.  One  case  we  found  was  similar  to  a  case 
in  Virginia,  in  which  two  semen  bank  operators  were  actually 
using  only  themselves  as  donors  while  representing  to  patients  that 
there  were  more  than  a  dozen  donors  involved  in  the  program  with 
different  physical  characteristics  from  which  to  choose.  Testing  and 
recordkeeping  at  this  bank  were  also  virtually  nonexistent. 

Another  problem  encountered  in  semen  banks  is  inadequate 
screening  and  testing  of  directed  donors,  that  is  donors  who  are  do- 
nating for  the  express  purposes  of  use  by  particular  recipient,  often 
a  surrogate  mother,  which  in  the  past,  prior  to  our  surrogacy  law 
adopted  this  year,  was  very  common  in  New  York. 

Some  banks  seem  to  perceive  that  recipients  of  directed  donor 
semen  are  not  deserving  the  same  protections  as  are  other  recipi- 
ents. In  one  bank  alone,  we  found  over  50  donors  that  had  not  un- 
dergone thorough  testing. 

In  addition,  other  donors  are  identified  whose  semen  had  been 
used  for  insemination  despite  having  positive  and  unacceptable  test 
results,  including  one  donor  positive  for  hepatitis  B  service  antigen, 
which  is  an  indicator  of  infectivity  for  hepatitis  B. 

Chairman  Wyden.  Let  me  make  sure  I  heard  that.  Someone 
knew  that  this  was  material  that  shouldn't  have  been  used  and  it 
was  used  anyway? 

Dr.  Linden.  Yes,  that  is  correct.  In  the  case  of  hepatitis  C,  we 
have  the  same  thing.  Then  multiple  cases  where  there  were  posi- 
tive markers  on  some  of  the  less  specific  markers,  anticore  and 
ALT.  They  were  used  anyway. 
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In  most  cases,  the  recipient  was  not  aware  of  that,  was  not  told 
that  she  was  undertaking  an  increased  risk.  This  problem  with  di- 
rected donors,  we  identified  at  multiple  banks,  this  was  not  just 
one  bank. 

Another  possible  problem  is  the  release  and  use  of  misidentified 
specimens.  We  identified  two  cases  in  New  York  in  which  the 
wrong  specimens  were  released  from  client  depositors,  that  is  men 
storing  semen  for  use  with  their  own  intimate  partner.  This  result- 
ed in  children  with  a  biological  father  other  than  the  intended 
donor.  One  of  these  was  a  highly  publicized  case  of  a  biracial  child, 
and  there  was  another  that  was  detected  on  blood  typing  when  the 
child  needed  a  blood  transfusion. 

Both  of  these  occurred  prior  to  adoption  of  regulatory  standards 
in  New  York,  but  illustrate  the  need  for  stringent  recordkeeping 
and  labeling  requirements  for  all  tissue  specimens. 

In  other  tissue  banking  areas,  another  problem  case  concerned  a 
stem  cell  bank  that  transplanted  the  wrong  component,  giving  the 
ABO-incompatible  red  cells  that  had  been  removed  from  the  bone 
marrow  product,  rather  than  the  marrow  itself.  In  such  a  case,  a 
patient  who  has  already  undergone  ablative  therapy,  could  die 
from  lack  of  immune  system. 

Prior  to  adoption  of  New  York  State's  regulations,  25  autologous 
skull  fragments  intended  for  replacement  following  neurosurgical 
procedures  were  lost  and  proved  upon  investigation  to  have  been 
accidentally  discarded  during  hospital  renovation  project. 

Regarding  nontransplant  tissue,  the  New  York  Program  has 
found  tissues  removed  for  education  or  research  purposes  when 
consent  had  been  given  only  for  transplant  purposes,  when  consent 
was  totally  absent,  and  even  in  contravention  of  a  family's  refusal 
to  give  consent  for  donation.  In  addition,  records  did  not  detail  dis- 
position of  tissue  and  body  parts  and,  in  some  cases,  bodies  that 
were  to  be  returned  for  burial,  were  never  returned,  although,  in 
some  cases,  a  charge  for  burial  was  made. 

A  comprehensive  program  should  include  a  requirement  for  ac- 
countability for  all  bodies  and  body  parts,  whether  used  for  trans- 
plant or  not,  and  require  informed  consent  for  all  donations  regard- 
less of  purpose.  Implementation  of  a  comprehensive  tissue  bank 
oversight  program  can  be  costly,  but  a  program  must  be  adequately 
funded  to  be  effective,  including  during  the  initiation  phase. 

My  written  statement  includes  a  table  of  the  numbers  of  the  dif- 
ferent types  of  banks  that  we  have  identified  in  New  York  that  I 
think  would  be  helpful  to  your  subcommittee  in  trying  to  project 
the  number  of  facilities  that  there  would  be  nationwide. 

I  would  mention,  in  terms  of  oversight  costs,  that  semen  banks 
alone  probably  account  for  over  half  of  our  surveillance  costs,  more 
than  all  of  the  rest  of  the  other  tissues  put  together. 

We  believe  that  coordination  of  oversight  efforts  at  the  Federal 
level  might  best  be  affected  in  consultation  with  the  States,  par- 
ticularly those  such  as  New  York,  California  and  Florida,  that  have 
tissue  bank  oversight  programs.  While  uniform  national  minimum 
standards  would  benefit  both  recipients  and  the  industry,  it  is  nec- 
essary that  States  continue  to  have  independent  enforcement 
powers  and  maintain  the  ability  to  set  higher  standards. 
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We  commend  your  efforts  to  address  this  important  public  health 
area.  Tissue  banking  is  a  rapidly  changing  field  in  need  of  Federal 
oversight  and  establishment  of  uniform  minimum  standards.  How- 
ever, any  regulatory  scheme  developed  must  be  flexible  enough  to 
adapt  quickly  to  changes  in  the  field. 

I  would  like  to,  with  your  permission,  Mr.  Chairman,  submit  for 
the  record,  copies  of  the  New  York  State  Transplant  Law,  Article 
43-B,  the  regulations  pertaining  to  tissue  banks,  Part  52,  and  the 
New  York  State  Task  Force  on  Life  and  the  Laws  Report  on  Trans- 
plantation in  New  York  State,  if  I  may. 

Chairman  Wyden.  Without  objection,  we  will  enter  those  into 
the  record  at  this  point. 

[The  information  may  be  found  in  the  appendix.] 

Dr.  Linden.  Thank  you  very  much  for  the  opportunity  to  com- 
ment on  this  important  field. 

Chairman  Wyden.  Doctor,  thank  you  for  an  excellent  statement. 
We  will  have  some  questions  in  a  moment. 

[Mr.  Dr.  Linden's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Dr.  Zoon,  we  welcome  you  and  your  associ- 
ates. 

Let  me  say  I  got  a  chance  to  read  your  statement  and  it  is  excel- 
lent and  we  are  very  appreciative.  I  note  your  comments  about  the 
draft  legislation  as  well.  It  is  16  pages  and  I  am  going  to  put  it  in 
the  record  in  its  entirety,  and  if  you  could  just  highlight  some  of 
your  principal  concerns  this  morning,  that  would  be  helpful. 

TESTIMONY  OF  KATHRYN  C.  ZOON,  Ph.D.,  DIRECTOR,  CENTER 
FOR  BIOLOGICS  EVALUATION  AND  RESEARCH,  U.S.  FOOD  AND 
DRUG  ADMINISTRATION,  DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Dr.  Zoon.  Thank  you,  Mr.  Chairman,  and  thank  you  for  the  op- 
portunity to  testify  today  on  the  regulation  of  human  tissue  prod- 
ucts. 

First,  I  would  like  to  begin  and  say  that  we  appreciate  your  initi- 
ative on  this  significant  public  health  issue  and  we  have  reviewed 
your  draft  legislation.  I  am  pleased  to  be  here  today  to  discuss  our 
thinking  about  how  best  to  achieve  the  goal  of  proper  oversight  of 
tissues  and  tissue  banking. 

There  are  four  areas  of  concern  that  I  think  should  be  addressed 
in  considering  the  substance  of  a  Federal  regulatory  program  for 
tissue  transplantation:  First,  there  are  concerns  with  regard  to  the 
transmission  of  infectious  diseases  through  transplanted  tissue. 
Second,  there  are  concerns  about  both  quality  and  safety  of  trans- 
planted tissues,  which  are  being  used  in  an  ever-growing  number  of 
Americans.  Third,  the  growth  of  the  industry  has  been  accompa- 
nied by  emerging  commercialization,  promotion,  and  advertising. 
Finally,  there  is  a  critically  important  policy  question  that  relates 
the  commercialization  of  products  obtained  from  altruistic  dona- 
tions. 

Dr.  Zoon.  We  would  like  to  focus  our  testimony  on  how  these 
four  areas  of  concern  have  affected  our  thinking  about  regulation, 
including  the  possible  components  of  an  effective  and  efficient 
system  of  Federal  oversight. 


56 

But  first,  there  is  an  overriding  issue  that  must  be  addressed  if 
the  program  you  envision  or  any  new  program  is  to  succeed.  As  a 
society  we  must  balance  the  benefits  that  would  clearly  accrue 
from  allocating  resources  to  tissue  regulation  against  using  the  re- 
sources to  address  our  risks. 

A  new,  more  systematic  approach  to  tissue  regulation  as  envi- 
sioned in  your  draft  bill  will  require  new  resources.  It  will  do  little 
good  to  enact  a  statute  or  launch  a  program  without  the  resources 
to  establish  that  program  and  sustain  the  program  over  time.  We 
believe  that  any  new  statutory  framework  should  make  the  most 
efficient  possible  use  of  Federal  resources:  For  example,  by  relying 
where  possible  on  private  accreditation  bodies  to  review  applica- 
tions and  monitor  compliance. 

We  believe  user  fees  should  strongly  be  considered  as  a  funding 
mechanism  and  bear  the  majority  of  the  cost.  The  standard  setting 
and  other  functions  of  a  Federal  oversight  program  would  provide 
value  to  the  tissue  banking  community  in  terms  of  public  credibil- 
ity and  a  level  playing  field  and  it  is  fair  to  ask  the  community  to 
bear  that  cost. 

In  addition  to  Federal  resources,  it  is  important  to  consider  the 
impact  within  the  health  care  system.  User  fees  and  the  costs  in- 
curred in  improved  manufacturing  to  meet  Federal  standards  will 
result  in  not  only  a  level  playing  field  for  members  of  the  tissue 
industry  but  also  increased  costs  for  consumers.  Any  legislation 
this  committee  may  consider  for  strengthening  the  regulation  of 
tissue  banking  will  have  to  be  thoroughly  examined  for  its  impact 
on  the  broad  health  care  reforms  under  consideration. 

I  would  like  to  address  now  specifically  some  of  the  public  health 
concerns,  the  first  being  the  infectious  disease  concerns. 

The  risk  of  infectious  transmission  is  inherent  in  transplantation 
of  human  tissue  and  careful  controls  must  be  in  place  to  minimize 
the  risk.  The  voluntary  controls  now  in  place  under  the  auspices  of 
private  organizations  are  working  reasonably  well,  but  their  appli- 
cation is  not  universal  and  there  is  no  formal  public  accountability 
or  enforcement.  Thus,  while  the  actual  risk  of  infectious  disease 
transmission  is  quite  small,  most  experts  agree  the  risk  can  be  best 
minimized  by  ensuring  universal  compliance  with  regard  to  donor 
screening,  testing,  and  recordkeeping. 

Several  tissue  bank  directors,  as  we  have  heard  today,  have  been 
solicited  by  individuals  offering  to  sell  tissues  that  originate  from 
other  countries.  Generally  these  contacts  have  been  unwilling  to 
declare  the  actual  source  of  the  tissue,  to  provide  documentation  as 
to  the  cause  of  death,  medical  records  of  the  donors,  the  results  of 
donor  screening  and  testing,  or  to  furnish  samples  of  donor  serum 
for  testing.  Importation  of  such  tissue  would  increase  the  risk  of  in- 
fectious disease  transmission. 

I  would  now  like  to  turn  to  the  safety  and  quality  concerns. 
There  are  crucial  safety  issues  other  than  infectious  disease  trans- 
mission that  need  to  be  considered  in  establishing  a  new  regulatory 
framework  for  tissues. 

Tissues  are  surgically  implanted  or  otherwise  administered  to  pa- 
tients with  the  expectation  that  they  will  perform  effectively.  Dam- 
aged or  deteriorated  tissues  should  not  be  accepted  for  processing. 
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In  addition,  improper  handling  of  tissues  can  introduce  damage  or 
contaminants. 

In  our  recent  review  of  heart  valve  allograft  protocols  permitting 
continued  distribution  in  the  absence  of  pre-market  approval  appli- 
cations, the  agency  noted  a  wide  variety  of  industry  practices  with 
regard  to  the  time  after  donor  death  at  which  recovery  was  permit- 
ted, the  number  and  extent  of  valve  defects  that  would  be  permit- 
ted on  acceptable  products,  the  number  and  kind  of  processing 
techniques  applied,  and  the  materials  used  in  storage,  transport, 
and  shipping. 

FDA  has  had  to  require  recordkeeping  and  compliance  with 
many  other  aspects  of  current  good  manufacturing  practices.  In  de- 
veloping a  new  program  for  tissues,  we  believe  we  must  be  able  to 
address  those  issues  and  concerns  and  continue  to  provide  adequate 
assurances  of  safety  and  quality  for  allograft  heart  valves  even 
during  an  implementation  phase. 

The  next  point  I  would  like  to  touch  on  is  emerging  commercial- 
ization. The  advent  of  commercialization  has  resulted  in  the  devel- 
opment of  promotional  practices  for  human  tissues  that  are  not  as 
fair  and  balanced  as  required  for  other  medical  products. 

The  agency  is  aware  of  discussion  in  the  scientific  community  of 
the  absence  of  data  on  the  effectiveness  of  some  tissues  that  are 
being  promoted  for  use  in  humans.  Examples  have  been  submitted 
by  others  for  the  record. 

Dr.  ZooN.  Additionally,  most  of  the  labeling  in  current  use  pro- 
vides little  information  about  the  risks  associated  with  tissue  trans- 
plantation. We  have  already  seen  examples  of  tissue  banks  provid- 
ing promotional  materials  for  tissue  products  that  can  exaggerate 
their  benefits  and  that  do  not  provide  balanced  information  with 
regard  to  risks.  Promotion  of  products  within  the  limits  of  the  ap- 
proved labeling  can  be  a  useful  way  to  remind  and  educate  physi- 
cians about  product  use. 

Finally,  and  very  importantly,  the  maintaining  of  altruistic  dona- 
tion. Human  tissues  are  different  from  most  therapeutic  products. 
The  starting  point  for  these  materials  is  the  altruistic  donation  by 
recently  bereaved  families.  It  is  critical  that  whatever  we  do  in  this 
area  that  we  do  not  forget  that  without  the  public's  willingness  to 
voluntarily  provide  tissue,  none  of  the  health  benefits  that  come 
from  using  tissues  would  be  realized.  Therefore,  we  must  design  a 
system  the  public  supports. 

As  we  mentioned  earlier.  Congress,  sensitive  to  this,  enacted  a 
ban  on  the  buying  and  selling  of  human  tissues  as  part  of  the  Na- 
tional Organ  Transplant  Act  of  1984.  In  doing  so.  Congress  sought 
to  preserve  the  special  status  of  these  gifts.  Any  legislation  govern- 
ing tissue  transplantation  should  build  upon  that  approach. 

While  processors  should  be  able  to  recoup  costs,  including  return 
on  investment  or,  in  some  case,  profits,  there  should  not  —  there 
must  not  be  profit  associated  with  the  donated  tissue  itself. 

Studies  of  altruism  show  the  more  perceptible  and  tangible  the 
relationship  between  the  voluntary  act  and  the  benefit,  the  more 
likely  the  altruistic  act  is  fostered.  Federal  regulatory  oversight 
and  consequent  safe,  reliable  and  usable  tissue  materials  encourage 
altruism. 


58 

The  role  of  altruism  in  tissue  donation  also  has  implications  for 
the  nature  of  the  regulatory  program.  Broadly  applicable  public 
standards  provide  the  public  with  maximum  information.  Under 
public  standards,  each  nonprofit  tissue  bank  can  continue  to  func- 
tion without  having  to  spend  scarce  resources  to  develop  their  own 
proprietary  data  to  support  what  others  are  doing. 

On  the  other  hand,  there  should  be  some  incentive  for  tissue 
banks  and  for-profit  enterprises  to  invest  in  the  develop  of  new  and 
useful  innovations  and  technology.  Consideration  should  be  given 
to  allow  confidential  submission  of  proprietary  information. 

Any  regulatory  oversight  must  be  specifically  tailored  to  strike 
the  correct  balance  between  assuring  safety,  quality,  and  utility, 
and  maintaining  continued  availability  of  beneficial  tissues. 

The  issues  that  should  be  considered  in  any  prospective  legisla- 
tion include:  One,  a  minimum  baseline  of  requirements  all  tissue 
banks  would  have  to  meet;  two,  an  FDA  phase-in  of  additional 
standards  or  controls  and  oversight  over  time  and  only  as  needed 
to  protect  the  public  health;  three,  less  reliance  on  product-specific 
approvals  and  more  on  generally  applicable  public  standards;  four, 
taking  full  advantage  of  the  private  sector  expertise;  and  five,  rec- 
ognition of  the  unique  altruistic  source  of  tissue  materials  while 
preserving  some  incentives  for  investment  and  beneficial  innova- 
tion. 

Mr.  Chairman,  your  draft  legislation  contains  provisions  that 
would  address  many  of  the  concerns  we  have  regarding  tissue 
transplantation  and  tissue  banking.  I  wish  to  refer  you  to  our  writ- 
ten testimony  submitted  for  the  record,  and  I  would  just  like  to 
conclude  with  just  a  final  paragraph,  if  I  may. 

Chairman  Wyden.  Please. 

Dr.  ZooN.  In  conclusion,  while  there  are  many  details  to  discuss 
in  the  legislative  process  on  this  issue,  your  draft  bill,  Mr.  Chair- 
man, contains  most  of  the  basic  elements  that  we  would  view  as 
constituting  a  minimum  working  plan  for  establishing  and  enforc- 
ing tissue  banking  standards. 

We  look  forward  to  working  with  you  and  your  staff  and  the 
committee  members  on  these  issues.  FDA  takes  this  issue  very  seri- 
ously and  considers  it  an  area  that  deserves  thoughtful  policy  de- 
velopment. 

In  closing,  I  must  stress  again  the  issue  of  resources.  No  matter 
how  ideally  crafted,  no  matter  how  well  designed,  no  statute  pro- 
viding for  Federal  oversight  of  human  tissues  will  succeed  in  its 
purpose  unless  adequate  resources  are  dedicated  to  its  implementa- 
tion. 

I  would  be  happy  to  answer  any  questions  you  may  have. 

[Dr.  Zoon's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Doctor,  thank  you,  an  excellent  statement. 
We  have  worked  very  closely  with  all  of  you  and  made  a  lot  of 
progress  and  very  much  appreciate  your  statement  and  please 
convey  my  appreciation  to  Dr.  Kessler. 

Let  me  start  if  I  could  with  you.  Dr.  Linden.  You  all  have  had 
some  experience,  I  guess  one  of  the  few  States,  with  implementing 
the  regulation  of  tissue  banking.  I  also  want  to  recognize  the  mi- 
nority for  questions  for  you  as  well,  because  I  think  they  have  some 
important  points  to  make  as  well.  But  we  would  be  interested  in 
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knowing  what  your  experience  was  in  getting  the  program  off  the 
ground  in  the  State  of  New  York. 

I  would  assume  that  in  the  State  of  New  York  tissue  banks  had 
the  same  kinds  of  concerns  and  fears  of  the  unknown  that  we  are 
hearing  a  bit  about  as  we  go  forward  with  our  legislation. 

What  were  your  initial  experiences  as  you  moved  in  a  new  area 
where  few  States  had  been  before? 

Dr.  Linden.  Well,  we  took  an  existing  strong  program  of  over- 
sight for  blood  banks  and  largely  used  that  as  a  model  for  tissue 
banks  in  consultation  with  experts  in  the  field  and  consulting  the 
literature  and,  thus,  developed  our  regulatory  standards. 

In  terms  of  how  the  program  was  received  by  banks,  there  was 
very  little  resistance,  particularly  among  those  banks  who  were 
really  fairly  high  quality  to  start  out  with  and  required  minimal 
changes  to  comply  with  the  standards.  As  I  mentioned  in  my  state- 
ment, in  the  area  of  semen  banks,  there  were  quite  a  few  that  did 
choose  to  close  rather  than  comply. 

Since  our  program  does  extend  to  transplantation  centers  and  in- 
semination sites,  to  ensure  the  ability  to  attract  tissues  to  the  ulti- 
mate disposition,  there  has  been  some  resistance,  particularly 
among  private  physicians  in  their  offices,  of  regulatory  oversight  of 
what  they  consider  to  be  their  private  medical  activities. 

Chairman  Wyden.  Anything  that  you  would  do  differently  now 
that  you  can  have  the  chance  to  have  some  hindsight  and  Monday- 
morning  quarterbacking? 

Dr.  Linden.  Well,  one  thing  would  be  to  ensure  adequate  funding 
for  a  program  up  front,  which  we  have  had  some  problems  with. 
Probably  the  other  would  be  to  make  sure  that  the  staff  of  the 
agency  who  will  be  responsible  for  actually  implementing  the  pro- 
gram, are  involved  up  front  in  planning  the  legislation  and  imple- 
menting the  program. 

Chairman  Wyden.  Let  me  recognize  our  minority  counsel  on  this 
matter  as  well  of  the  costs. 

Dr.  Lehman.  I  appreciate  that,  Mr.  Chairman. 

If  you  could  highlight  either  today  or  submit  to  the  subcommit- 
tee what  some  of  those  actual  costs  were,  I  think  we  are  all  trying 
to  get  a  handle  on  the  costs  if  we  went  to  a  national  system,  and 
your  experience  in  New  York  in  setting  up  that  program  would 
certainly  be  helpful. 

So  if  you  have  those  currently,  we  would  love  to  hear  them.  If 
not,  if  you  could  submit  them  for  the  record,  we  would  appreciate 
it. 

Dr.  Linden.  Yes.  I  don't  really  have  anything  with  me  today  but 
I  would  be  happy  to  work  with  the  subcommittee. 

Thank  you,  Mr.  Chairman. 

Chairman  Wyden.  Now,  the  subcommittee,  I  gather,  has  had 
some  reports  and  some  communiques  from  New  York  that  coroners 
outside  the  State  of  New  York  falsified  blood  test  reports  and  de- 
ferred a  cadaver  for  organ  donation  only  to  have;  it  accepted  as  a 
tissue  donor  in  the  coroner's  tissue  bank. 

Did  that  happen,  in  fact? 

Dr.  Linden.  I  am  not  familiar  with  the  particular  case  I  think 
you  are  describing.  We  do  have  one  case  in  a  medical  examiners' 


60 

office  of  tissues  being  taken  without  consent  and  sometimes  in  vio- 
lation of  a  consent  of  refusal. 

Chairman  Wyden.  So  you  have  some  similar  cases  now,  but  not 
precisely  on  point  with  that. 

Dr.  Linden.  Right. 

Chairman  Wyden.  How  would  New  York  deal,  at  this  point,  with 
somebody  who  falsifies  a  donor  record  or  a  coroner  who  games  the 
system,  in  effect,  to  supply  their  own  tissue  bank? 

Dr.  Linden.  We  would  pursue  it  aggressively.  We  have  an  active 
investigative  unit  that  has  been  involved  in  tissue  bank  problems 
and  we  have  not  only  our  tissue  bank  regulations  to  rely  on  but 
also  there  are  extensive  laws  pertaining  to  cadavers  and  burial  per- 
mits and  consent  requirements  which  are  in  the  public  health  law 
and  have  been  for  many  years.  Strong  enforcement  action  up  to 
and  including  revocation  or  limitation  of  licenses  has  and  would  be 
pursued. 

Chairman  Wyden.  So  at  this  point  in  New  York,  there  are  penal- 
ties beyond  the  revocation  of  a  certificate? 

Dr.  Linden.  There  are  civil  penalties,  including  fines.  In  some 
cases  when  there  is  actual  falsification,  we  can  make  referrals  to 
the  Office  of  the  Special  Prosecutor  for  a  criminal  action,  which 
has  also  occurred  in  some  tissue  bank  cases. 

Chairman  Wyden.  We  are  going  to  want  to  discuss  those  issues 
with  you  as  well. 

We  heard  earlier  testimony  today  about  forgeries  and  the  ab- 
sence of  any  criminal  statute  to  deal  with  it  at  that  time. 

Again,  because  so  few  States  have  tread  where  you  all  have  been, 
we  are  going  to  have  to  get  more  information  about  the  New  York 
experience.  We  will  be  pursuing  that  with  both  the  majority  and 
the  minority  staff. 

I  happen  to  share  the  concerns  put  forward  by  the  minority 
counsel.  We  have  got  to  get  our  hands  around  this  cost  issue  and 
we  will  be  discussing  that  with  you. 

Dr.  Zoon,  I  gather  it  would  be  fair  to  say,  at  this  point,  because 
the  FDA  has  got  some  history  on  it,  that  the  agency  now  feels  that 
setting  up  national  standards  for  tissue  banks  is  a  priority;  is  that 
correct? 

Dr.  Zoon.  I  would  say  it  is  a  priority  in  the  context  of  the  re- 
sources that  are  available  for  us  to  do  it. 

Chairman  Wyden.  That  is  more  than  fair.  As  you  know,  I  sit  also 
on  the  Health  Subcommittee  where  a  lot  of  us  have  been  in  the 
business  of  supporting  additional  resources  for  you.  A  statement 
that  it  is  a  priority  within  the  context  of  existing  resources  and  re- 
sources that  can  be  obtained  through  new  initiatives  is  fair  enough. 
We  accept  it. 

Let's  talk  then  about  the  matter  of  resources.  If  you  would,  tell 
us  your  best  assessment  of  what  is  really  needed,  in  effect,  from 
start-up  time,  as  it  would  be  phased  in,  I  assume,  over  several 
years. 

Dr.  Zoon.  Yes,  Mr.  Chairman.  I  think  really  any  estimates  I 
would  give  you  would  be  preliminary  and  I  would  hope  that 

Chairman  Wyden.  We  understand  that. 

Dr.  Zoon.  Because  it  really  does  depend  on  what  the  final  legisla- 
tion does  look  like.  We  have  done  several  cost  estimates  but  I  could 
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share  one  with  you  and  if  you  are  interested  in  the  other  ones  that 
we  have  done,  we  would  be  happy  to  submit  those  to  the  record  for 
you. 

The  one  that  I  can  give  you  would  be  a  system  that  would  be  to- 
tally federally  administered.  Our  preliminary  estimates  for  that 
would  suggest  approximately  $5  million  for  semen  banking,  $5  mil- 
lion for  other  tissues,  which  sounds,  based  on  my  colleague  here, 
about  right  from  their  experience.  Probably  close  to  100  FTE's  asso- 
ciated with  that. 

There  are  other  options.  That  is  the  most  federally  intense 
option.  There  are  other  options  that  we  have  been  exploring  with 
respect  to  the  use  of  accrediting  bodies  as  well,  which  would  have 
an  impact  on  the  reduction  of  costs.  The  start-up  cost  and  the  per- 
annum  cost  is  roughly  the  same  when  we  did  our  calculation  for 
that  first  figure. 

But  again,  we  really  don't  know  the  universe  out  there  and  I 
think  a  little  bit  is  going  to  depend  on  some  of  the  information  we 
have  as  well,  with  respect  to  the  cost,  the  number  of  facilities,  et 
cetera. 

Chairman  Wyden.  It  could  go  down,  based  on  how  you  might 
choose  to  use  the  prestigious  organizations,  the  accrediting 
bodies 

Dr.  ZooN.  That  is  correct. 

Chairman  Wyden.  [continuing],  to  cover  a  portion  of  the  inspec- 
tion effort  and  the  like? 

Dr.  ZooN.  And/or  user  fees. 

Chairman  Wyden.  What  would  this  mean  at  this  point  —  and 
again  I  appreciate  your  noting  that  this  is  a  preliminary  effort  that 
is  going  to  be  on  both  sides,  the  House  and  Senate,  a  bipartisan 
effort  to  address  this  responsibly,  so  we  are  going  to  pursue  it  care- 
fully. 

But  what  would  this  mean  for  an  individual  bank,  the  kind  of 
small,  nonprofit  tissue  bank  that  might  be  concerned.  What  would 
it  mean  for  them? 

Dr.  ZooN.  Well,  we  have  had  that  under  consideration  and,  the 
issue  about  access  and  making  sure  enough  tissue  would  be  avail- 
able, I  think  there  needs  to  be  a  minimum  level  of  availability  of 
standards  for  those  tissues. 

Maybe  some  of  my  colleagues  —  Janet,  would  you  like  to  com- 
ment on  this? 

Dr.  Woodcock.  Could  you  clarify  your  question?  Are  you  speak- 
ing of  the  cost? 

Chairman  Wyden.  Well,  Senator  Simon  talked  about  $100.  Now, 
we  have  been  working  through  various  amounts  and  all  of  them 
have  been  modest. 

One  of  the  other  things  I  think  it  is  important  to  note.  Dr.  Zoon, 
and  I  think  this  was  either  in  discussions  I  had  with  Dr.  Kessler  or 
one  of  the  staff,  that  we  would  be  talking  about  the  cost  going 
down  as  well  in  succeeding  years.  The  kind  of  level  of  costs  we 
talked  about  was  sort  of  the  Cadillac  standard  during  the  initial 
period. 

Dr.  Zoon.  Right. 
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Chairman  Wyden.  So  we  would  then  be  talking  about  potentially 
lowering  the  costs  by  using  accrediting  bodies  and  then  in  succeed- 
ing years,  it  would  go  down. 

So  maybe  we  can  entice  one  of  your  associates  into  a  question  of 
what  this  might  mean  for  an  individual  bank  and  particularly  the 
small,  nonprofit  one  that  we  are  all  so  concerned  about  being  in- 
volved in  innovation  and  research  and  being  able  to  absorb  it. 

TESTIMONY  OF  JURIAN  STROBOS,  OFFICE  OF  POLICY 
RESEARCH,  FDA 

Dr.  Strobos.  This  is  more  or  less  —  my  name  is  Jur  Strobos  and 
I  am  from  the  commissioner's  office.  It  is  more  or  less  continuing 
the  speculation  that  she  started,  but  if  —  we  are  assuming  some- 
where in  the  nature  of  500  banks  that  end  up  being  in  the  tissue 
community  —  again  our  estimates  with  regard  to  the  semen  bank- 
ing are  about  150  banks  in  the  country,  large  banks,  and  about 
1,000  various  different  practitioners  that  are  doing  it  —  but  if  we 
limited  our  discussion  to  tissue  banks,  if  we  are  looking  at  a 
number  that  remains  at  around  500  including  bone,  skin,  various 
different  banks  like  that,  then  you  divide  that  $5  million  figure 
that  she  talked  about,  the  per-annum  figure,  you  come  out  with  an 
average  —  I  mean,  I  have  just  done  the  math  here  —  of  $10,000. 

But,  that  would  —  there  is  a  significant  variation  in  the  size  of 
various  different  tissue  banks.  There  are  10  or  15  or  so  that  are 
fairly  large  and  then  the  rest  of  them  are  fairly  small.  I  assume 
that  there  ought  to  be  some  variation  in  terms  of  fee  assessment 
based  upon  the  size  or  distribution. 

Chairman  Wyden.  Now,  again,  it  would  be  considerably  less  if 
you  talked  about  doing  this  without  semen,  because  I  think  that 
there  has  been  considerable  discussion  of  not  including  semen,  ini- 
tially. 

Dr.  Strobos.  I  think,  though,  if  you  look  at  the  program  that  you 
have  written  out  in  your  discussion  draft,  many  of  the  issues  with 
regard  to  semen  banking  clearly  are  virtually  identical.  I  think 
that  the  tissue  banks  themselves  recognize  that,  that  semen  bank- 
ing institutions  are  in  fact  part  of  the  American  Association  of 
Tissue  Banks. 

Chairman  Wyden.  What  you  are  sa5dng  is  that  semen  banking 
doesn't  contribute  disproportionately  to  the  cost,  that  it  is  a  part  of 
the  overall  system  and  doesn't,  by  way  of  inclusion,  add  extra  costs. 

Dr.  Strobos.  I  think  what  I  am  sa5dng  is  that  if  one  is  consider- 
ing the  issues  that  should  be  addressed  in  a  regulatory  program, 
and  therefore  what  the  regulatory  tools  are  that  should  be  avail- 
able to  assure  that  materials  are  safe  and  have  quality  and  are 
useful,  those  tools  are  more  or  less  identical  for  the  semen  banking 
industry. 

I  think.  Dr.  Linden  would  agree  that  the  program  in  New  York 
has  also  included  semen  banking  within  that  program.  The  difficul- 
ty with  regard  to  semen  banking  is  we  are  dealing  with  a  large 
number  of  very  small  institutions,  which  I  think  contrasts  —  in 
other  words,  small  in  the  sense  that  individual  practitioners  are 
engaged  in  this  activity. 
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Chairman  Wyden.  If  I  might,  on  this  question  of  resources, 
where  are  you  all  in  terms  of  being  able  to  give  us  what  would  con- 
stitute a  final  proposal  in  terms  of  user  fees  and  financing? 

We  now  have  had  numbers  that  are  sufficiently  divergent  that  I 
think  we  have  got  to  try  to  move  this  toward  a  closure  pretty 
quickly. 

Dr.  ZooN.  In  response  to  that,  as  you  know,  Mr.  Chairman,  we 
had  worked  very  closely  with  the  industry  and  Congress  to  effect  a 
user  fee  program  for  the  Prescription  Drug  User  Fee  Act  and  we 
have  learned  a  lot  from  that  experience  in  how  to  design  and  im- 
plement a  user  fee  program. 

So  I  think  what  would  be  very  important  for  us  to  be  successful 
in  coming  up  with  such  a  scheme  is  that  we  have  discussions  with 
the  tissue  banks  and  with  the  Congress  to  discuss  specific  criteria 
and  options  which  then  could  be  costed  out  and  provide  that  infor- 
mation to  you. 

Chairman  Wyden.  Let's  do  this  if  we  could,  Dr.  Zoon,  could  we 
look  at  doing  that  over  the  next  30  days?  I  would  like  to  see  if  we 
couldn't  get  the  tissue  bank  community,  yourselves,  the  majority 
and  minority  on  this  committee.  Senator  Simon,  we,  of  course,  are 
working  with  Chairman  Dingell  and  Chairman  Waxman  on  it. 

Is  it  realistic  to  think  we  could  —  by  pulling  the  relevant  parties 
together,  we  could  do  this  in  the  next  30  days? 

Dr.  Zoon.  Well,  I  think  we  could  do  it  in  a  timely  manner.  I  am 
not  sure  that  30  days  would  get  everything  done,  but  we  can  use 
that  as  a  benchmark  at  which  to  shoot  for. 

Chairman  Wyden.  All  right.  Let  me  ask  you  just  a  another 
couple  of  questions  based  on  what  we  have  been  talking  about 
today. 

As  you  know,  the  voluntary  programs,  the  eye  banks,  say,  look  at 
domestic  tissues,  and  we  have  had  considerable  discussion  about 
foreign  tissue  today.  What  standards  do  the  foreign  tissue  banks 
have  to  comply  with? 

Dr.  Zoon.  Yes.  Dr.  Strobos  will  address  that  question. 

Dr.  Strobos.  As  you  know,  we  don't  actually  regulate  all  tissue 
products.  The  few  tissues,  some  of  which  you  mentioned  earlier,  the 
dura  mater  and  allograft  heart  valves,  we  do  in  fact  regulate  those 
and  many  of  those  tissues  do  originate  from  overseas. 

We  require  those  tissues  to  comply  with  the  exact  same  regula- 
tory requirements  that  we  apply  to  domestic  tissues,  domestic  dura 
mater  and  domestically  originating  allograft  heart  valves. 

In  fact,  the  episode  that  led  to  our  regulation  of  dura  mater,  inci- 
dentally, resulted  from  imported  tissue,  but  it  could  easily  have 
originated  from  domestic  tissue  as  well.  I  think  the  bottom  line  is 
that  whatever  program  is  put  in  place,  we  need  to  make  sure  that 
while  foreign  tissue  need  not  be  barred  from  entry  into  the  United 
States,  it  should  comply  with  the  same  standards  that  are  applica- 
ble to  domestically  recovered  tissue  and  that  includes  donor  screen- 
ing and  testing  and  the  availability  of  those  records. 

Chairman  Wyden.  So,  at  this  point,  there  are  a  number  of  in- 
stances where  that  is  not  the  case? 

Dr.  Strobos.  Well,  we  don't  have  full  information  with  regard  to 
nondomestic  tissues  that  are  not  currently  or  actively  regulated  by 
the  agency. 
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Chairman  Wyden.  What  efforts  or  programs  are  underway  to 
ensure  the  efficacy  of  transplanted  tissues?  We  have  been  talking 
at  some  length  about  disease  transmission.  Obviously,  you  listened 
to  someone  like  Mr.  Bottenfield  talk  about  the  fact  that  people  are 
unaccounted  for  and  that  kind  of  information  certainly  is  alarming 
to  people,  but  I  think  that  equally  of  concern  is  not  just  the  safety 
issue  but  the  efficacy  of  tissues. 

What  efforts  are  underway  at  the  agency  to  address  that? 

Dr.  ZooN.  That  is  a  very  good  question,  Mr.  Chairman.  We  have 
thought  a  lot  about  that  specific  issue  and  Dr.  Woodcock  will  ad- 
dress some  of  our  thinking  on  that. 

TESTIMONY  OF  JANET  WOODCOCK,  DIRECTOR,  OFFICE  OF 
THERAPEUTICS  RESEARCH  AND  REVIEW,  CENTER  FOR  BIO- 
LOGIC EVALUATION  AND  RESEARCH,  FDA;  AND  ANNE  WION, 
ASSOCIATE  CHIEF  COUNSEL,  FOR  DRUGS  AND  BIOLOGICS, 
OFFICE  OF  GENERAL  COUNSEL,  FDA 

Dr.  Woodcock.  I  think,  as  a  number  of  the  speakers  today  allud- 
ed to,  the  usefulness,  the  clinical  usefulness  of  many  tissues  has 
been  time  tested  and  we  recognize  that.  But  we  believe  that  we 
must  have  the  authority,  or  any  legislative  scheme  that  is  put  for- 
ward should  provide  the  authority,  to  address  effectiveness  con- 
cerns when  they  arise  related  to  tissues. 

A  provision  may  be  needed  to  give  the  agency  statutory  author- 
ity to  review  clinical  data  on  the  safety  and  effectiveness  of  specific 
uses  of  some  tissues  when  there  is  a  public  health  need. 

We  would  not  anticipate  nor  require  a  comprehensive  retrospec- 
tive review  of  the  efficacy  of  all  banked  human  tissues,  however. 

Chairman  Wyden.  So  conceivably  under  this  legislation,  we  could 
give  a  grant  of  authority  to  the  agency  and  with  a  grant  of  author- 
ity, the  agency  could  go  about  its  business  of  addressing  efficacy 
questions  without  the  Congress,  in  its  wisdom,  micromanaging 
every  little  bit  of  your  activity;  is  that  correct? 

Dr.  Woodcock.  Yes. 

Chairman  Wyden.  I  was  pretty  sure  you  were  pro  grant  of  au- 
thority and  not  wild  about  Congress  going  much  beyond  that. 

Now,  tissue  banks  don't  agree  on  whether  innovations  to  tissue 
processing  ought  to  be  given  trade  secret  protection  which  can  en- 
courage technological  development. 

What  is  the  position  of  the  agency  with  respect  to  trade  secret 
protection  for  innovation? 

Dr.  ZooN.  Janet. 

Dr.  Woodcock.  The  agency  believes  that  the  regulatory  oversight 
of  tissues  should  rely  as  much  as  possible  on  publicly  available  in- 
formation. This  strategy  would  provide  the  public  with  the  maxi- 
mum amount  of  information  about  the  manufacturing  process. 

In  addition,  it  allows  the  nonprofit  tissue  banks  to  continue  to 
function  without  having  to  spend  scarce  resources  to  develop  their 
own  proprietary  data. 

Although  we  expect  the  great  majority  of  permits  could  be  issued 
on  the  basis  of  such  public  standards,  we  also  believe  that  consider- 
ation should  be  given  to  allow  confidential  submission  of  proprie- 
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tary  information,  which  would  primarily  relate  to  some  of  these 
technological  innovations. 

Chairman  Wyden.  Dr.  Zoon,  finally,  what  are  the  pros  and  cons 
of  allowing  an  accrediting  body  to  certifying  applications  for  a 
permit? 

Dr.  Zoon.  That  is  a  good  question  and  I  will  refer  that  one  to  Dr. 
Strobos. 

Dr.  Strobos.  We  have  looked  at  this  issue  very  carefully.  There 
are  a  number  of  features  of  it  that  we  think  are  very  positive  and 
there  are  some  questions  that  we  have  with  regard  to  the  use  of 
accrediting  bodies. 

We  have  mentioned  earlier  that  the  use  of  accrediting  bodies 
might  permit  a  very  efficient  possible  use  of  scarce  governmental 
resources.  Using  accrediting  bodies  to  review  applications  for  oper- 
ating permits,  as  your  discussion  draft  discusses,  and  having  the  ac- 
crediting bodies  evaluate  particular  facilities  through  site  visits, 
would  certainly  assist  the  agency  in  reducing  the  Federal  resources 
needed. 

On  the  other  hand,  I  think  that  there  are  some  difficult  ques- 
tions that  have  to  be  addressed  here.  First,  one  of  the  functions  or 
the  goals  of  the  statute  that  you  are  describing  is  really  a  law  en- 
forcement function.  We  are  talking  about  basically  setting  up  a 
system  in  which  individuals  who  do  not  comply  with  Federal  stand- 
ards. Federal  minimum  standards,  would  not  be  able  to  operate  in 
interstate  commerce  at  all. 

That  is  somewhat  different  from  the  agency's  or  the  Depart- 
ment's history  with  accrediting  bodies,  where  accrediting  bodies 
have  largely  been  used  to  identify  eligibility  for  the  receipt  of  Fed- 
eral funds  or  through  a  Federal  benefit  program. 

In  order  to  have  an  enforcement  program,  we  still  need  to  have. 
Federal  involvement,  direct  Federal  involvement  in  inspections, 
direct  Federal  involvement  in  the  setting  of  standards,  and  direct 
Federal  involvement  in  the  issuance  of  the  permits  themselves. 

When  you  look  at  the  cost  savings  —  and  we  have  only  done  pre- 
liminary analysis  of  this,  but  when  you  look  at  the  cost  savings 
that  are  provided  by  accrediting  bodies  in  that  circumstance,  it 
only  looks  like  it  saves  us  about  10  to  20  percent  of  the  resource 
needs,  because  of  the  fact  that  the  inspectional  aspects  of  any  pro- 
gram that  we  have  tend  to  consume  the  largest  amount  of  both  dol- 
lars and  FTE's. 

Nevertheless,  I  think  that  you  know  we  would  support  or  —  sup- 
port the  inclusion  of  the  use  of  accrediting  bodies.  I  think  it  is  a 
facet  of  Government  that  we  are  certainly  exploring.  A  predicate 
does  exist  in  the  form  of  a  mammography  accreditation  system 
that  has  not  yet  been  implemented  but  we  are  certainly  looking  at 
that. 

I  think  an  additional  feature  with  the  use  of  accrediting  bodies  is 
there  must  be  some  Federal  oversight  of  the  accrediting  body.  I 
note  that  your  discussion  draft  includes  a  large  number  of  provi- 
sions with  regard  to  supervising  the  accrediting  body,  approvals,  in- 
spections of  the  accrediting  bodies,  and  so  forth. 

Finally,  I  think  the  last  issue  that  I  think  has  to  be  addressed  is 
that  in  the  p£ist,  where  we  have  used  private  accrediting  bodies  to 
assist  the  Federal  Government,  we  have  had  a  number  of  volun- 
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teers  from  the  private  sector.  With  The  Mammography  System,  the 
American  College  of  Radiology,  the  State  of  Michigan,  other  pro- 
grams, the  State  of  Nevada,  have  been  actively  engaged  in  support- 
ing the  use  of  accrediting  bodies  as  an  adjunct  to  the  Federal  Pro- 
gram. That  is  true  also  with  regard  to  many  of  the  Health  Care 
Financing  Administration  Programs  that  use  accrediting  bodies. 

I  think  we  need  to  explore  the  possibility  that  the  agencies  —  or 
many  of  the  associations  that  have  been  here  today,  what  role  they 
would  be  willing  to  play  as  an  accrediting  body.  Obviously,  we  can't 
use  an  accrediting  body  if  there  are  no  volunteers. 

Chairman  Wyden.  That  certainly  makes  sense  to  me.  My  sense  is 
there  would  be  volunteers,  though;  don't  you?  My  sense  is  that 
there  is  so  much  interest  in  this  field  now  and  it  is  growing  at  such 
a  rapid  rate. 

Dr.  Strobos.  Well,  not  only  that  but  I  think,  as  you  mentioned 
earlier,  we  could  build  upon  some  of  the  good  programs  that  al- 
ready exist  out  there  through  the  use  of  an  accreditation  system. 

Chairman  Wyden.  Well,  you  all  have  been  very  helpful  and,  in  a 
lot  of  ways,  it  is  very  appropriate  that  we  wrap  up  with  the  FDA 
and  one  of  our  leading  States,  because  I  think  what  New  York  has 
shown  is  that  you  can  run  a  program,  you  can  run  a  program, 
frankly,  that  takes  on  more  than  a  lot  of  people  even  thought  was 
appropriate  at  the  Federal  level. 

We  are  going  to  want  to  work  with  you  all  in  New  York  and  the 
FDA  and  the  industry  to  examine  what  ought  to  be  the  proper  role 
for  semen  banks  as  part  of  this  whole  debate. 

I  think  you  all  have  made  a  case,  your  associates  in  particular. 
Dr.  Zoon,  that  this  is  a  logical  connection.  At  the  same  time,  it 
adds  significantly  to  the  cost.  Since  we  are  going  to  push  hard  in 
the  next  30  days  to  see  if  we  can  get  our  arms  around  the  costs,  we 
also  want  to  factor  in  the  user  fee  issue  —  excuse  me,  the  semen 
bank  issue. 

I  would  say  that  I  think  so  much  progress  has  been  made  on  this 
legislation  that  we  ought  to  persist,  move  forward  quickly,  so  that 
before  national  health  legislation  shows  up,  that  with  all  the  stops 
in  the  legislative  gauntlet,  we  could  have  gotten  this  legislation  out 
of  the  Congress  and  on  the  President's  desk. 

My  sense  is  that  this  field  has  enormous  potential,  extraordinary 
opportunities  for  doing  good.  At  the  same  time,  when  Americans 
here,  for  example,  as  Mr.  Bottenfield  told  us  about  tissue  being  un- 
accounted for,  medical  facilities  without  proper  tracking  systems, 
our  country  not  even  having  a  handle  on  the  number  of  registrants 
or  uniform  donor  screening  systems,  we  have  got  a  lot  of  work  to 
do. 

I  just  appreciate  the  way  you  all  have  gone  about  the  task.  It  has 
been  a  cooperative  effort  and  it  will  continue  to  be  that  way,  and 
we  will  look  forward  to  working  closely  with  you  in  trying  to  get  a 
good  bill  enacted  just  as  quickly  as  possible. 

You  all  have  anything  further  you  would  like  to  add  or  we  can 
excuse  you  at  this  time? 

Dr.  Zoon.  Thank  you. 

[Mr.  McBrayer's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Thank  you. 

The  subcommittee  is  adjourned. 
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[Whereupon,  at  2:09  p.m.,  the  subcommittee  was  adjourned,  sub- 
ject to  the  call  of  the  Chair.] 
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OPENING  STATEMENT 
REPRESENTATIVE  RON  WYDEN 

BEFORE  THE  SUBCOMMITTEE  ON  REGULATION,  BUSINESS 
OPPORTUNITIES  &  TECHONOLOGY 

THE  SAFETY  AND  EFFECTIVENESS  OF  HUMAN  TISSUE  FOR  TRANSPLANTATION 

October  15,  1993 

Today,  the  Subcommittee  on  Regulation,  Business 
Opportunities  &  Technology  examines  the  need  for  federal 
regulation  of  human  tissue  banks  to  ensure  the  safe  and  effective 
use  of  human  tissue  used  for  medical  treatment.  Most  of  these 
tissue  banks  are  small  businesses,  many  of  them  heavily  dependent 
on  the  development  and  use  of  groundbreaking  new  technologies. 
This  year,  hundreds  of  thousands  of  human  tissue  transplant 
procedures  will  be  performed  using  bone,  heart  valves,  corneas, 
arteries,  skin  and  ligaments. 

In  just  a  few  years,  hximan  tissue  transplantation  has  gone 
from  the  realm  of  science  fiction  into  being  an  omnipresent 
medical  reality.   Unfortunately,  as  tissue  transplants  have 
increased  so  have  questions  about  quality  and  safety  assurance. 

At  present,  there  are  no  industry-wide  controls  on  how 
tissues  are  collected,  treated  or  tracked  in  order  to  protect 
recipients.   There  is  no  uniform  system  for  processing  or  storing 
tissues.   Health  professionals  and  tissue  bank  managers  are  not 
required  to  report  disease  transmission  or  transplant  failures. 
The  window  for  possible  transmission  of  infectious  disease  is 
simply  open  too  wide. 


69 


Page  Two 

In  just  one  case,  involving  just  one  donor,  tissues 
distributed  by  one  major  bank  in  Virginia  resulted  in 
HIV  transmission  to  a  number  of  recipients  across  the 
country.   At  least  three  of  those  persons  have  died 
from  AIDS  complications. 

Importantlv.  some  of  that  infected  tissue  is  still 
unaccounted  for.   The  subcommittee  understands  that  one 
unsuspecting. . .and  so  far  unidentified. . .recipient  has 
had  this  tainted  material  transplanted  inside  their 
body. 

The  Chair  would  like  to  cite  another  example  of  the  gaping 
holes  in  the  tissue  transplant  safety  net.   A  telefax  obtained  by 
the  subcommittee  indicates  that  a  tissue  marketer  in  the  former 
Soviet  republics,  the  Baltic  Tissue  Bank,  has  advertised  the 
availability  for  sale  of  a  butcher's  list  of  donated  tissues, 
prices  attached.   The  fine  print  indicates  that  these  "products" 
have  not  always  been  collected  under  sanitary  conditions. 
Nevertheless,  these  products  and  others  from  Central  and  South 
America,  and  other  overseas  locations,  are  being  marketed 
directly  to  U.S.  physicians  without  the  provision  of  any  health 
records  on  the  donor,  or  data  on  the  methods  by  which  the  tissues 
have  been  treated  and  preserved. 

This  is  more  than  a  bit  unsettling. 

Who  were  the  donors?  How  did  they  live?  What  were  their 
health  problems  and  how  did  they  die? 
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Page  Three 

1 
It  is  time  to  stop  gambling  against  the  odds  wh^n  health 

officials  fail  to  test  tissue.   The  transmission  of  HIV, 

Hepatitis-C  and  Creutzfeldt- Jakob  disease  has  dealt  a  painful 

blow  to  the  safety  reputation  of  tissue  transplants. 

j 
It's  unacceptable  that  the  U.S.  health  system  cci|nnot  locate 

infected  patients  because  tissue  has  not  been  tracked. 

Inadequate  donor  screening  is  unfair  to  patients.  Rendering 
transplanted  tissues  useless  by  over-freezing  for  preservation, 
or  by  zapping  them  with  too  many  gamma  rays  to  irradiate  disease, 
are  practices  that  must  be  stopped.   In  addition,  there  must  be 
further  scrutiny  of  sterilization  methods,  currently  in  use, 
which  leave  cancer-causing  residues. 

The  tissue  bank  industry  is  booming,  but  withou^  common 
rules  and  standards.  Inadequate  regulation  of  tissue  banks  leaves 
too  much  room  for  poor  surgical  outcomes,  serious  injiiry  and  even 
death . 

Our  government  has  learned  tragic  safety  lessons  about  the 
need  to  stop  the  spread  of  infectious  disease  through  preventive 
measures.   A  case  in  point:  the  long  and  difficult  strtuggle  to 
develop  regulation  for  the  safety  of  blood  and  blood  products. 
Donor  screening  and  testing  may  not  eliminate  all  of  tpe  risk 
associated  with  human  tissue  transplantation,  but  it  can 
dramatically  increase  the  odds  for  healthy  outcomes.  \ 
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Page  Four 

Today,  we  begin  a  dialogue  with  the  field's  principal 
providers  and  public  officials  toward  the  development  of  a 
sensible  regulatory  system  which  protects  patients  receiving 
transplanted  tissue. 

The  industry  and  federal  regulators  must  work,  together,  to 
stop  practices  that  damage  tissue  and  render  it  useless. 
Additional  research  is  needed  to  explain  how  human  tissue  does 
its  job,  and  to  determine  the  best  ways  of  handling  transplant 
material . 

For  tissue  like  heart  valves,  we  cannot  afford  to 

needlessly  reduce  durability,  especially  when  the 

patients  are  children. 

Without  the  development  of  mandatory  standards  and 
practices,  based  on  good  science,  suspect  tissues  will  be  thrown 
away.   Donors'  families  making  the  last,  great  gift  from  a  loved 
one  will  be  frustrated  and  discouraged. 

Those  who  collect,  process,  and  store  tissues  must  be 
trained  to  a  standard  that  protects  the  public's  health  and 
trust.  Today,  the  level  and  quality  of  such  training  is  up  to  the 
individual  provider.  Some  may  train  employees  intensively.  Others 
may  not.   Similarly,  there  are  no  industry-wide  standards  for 
continuing  education  and  certification  of  lab  technicians  which 
would  apply  to  all  of  the  500  to  600  tissue  banks  in  operation. 

The  current  pick-and-choose,  slap-dash  style  of  federal 
regulation  for  heart  valves,  dura  matter  and  corneas  has  offered 
little  benefit  to  the  public. 
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Page  Five 

Heart  valves,  for  example,  have  been  pulled  into  the  regulatory 
jig  saw  of  medical  devices.    That  has  generated  law  suits  and 
disrupted  patient  care.   The  import  block  on  suspicious  dura 
mater  and  the  call  for  premarket  approval  applications  for  cornea 
tissue  has  not  produced  a  significant  health  and  safety  dividend. 

Instead,  this  patchwork  quilt  response  by  the  government  and 
the  resulting  uncertainty  have  acted  as  a  regulatory  brake  on 
needed  research  and  development  in  the  industry. 

It  is  time  to  address  this  issue  comprehensively,  and 
implement  solutions  that  make  sense  for  the  public  interest  and 
the  industry. 

A  handful  of  states  have  begun  to  regulate  tissue  banking  in 
one  fonn  or  another.   In  response  to  a  questionnaire  sent  out  by 
the  State  of  New  York,  25  states  responded  that  they  had  no 
requirements.   [13  states  did  not  respond] 

Dr.  David  Kessler,  commissioner  of  the  U.S.  Food  and  Drug 
Administration,  wrote  this  subcommittee  in  July,  citing  the 
health  and  safety  problems,  both  real  and  potential,  in  the 
tissue  transplant  industry.   His  letter,  which  I  place  in  the 
record,  argued  "the  general  need  for  greater  oversight  for  all 
tissues." 

The  FDA  must  promote  what  helps  and  prevent  what  hurts.   It 
needs  to  know  what  works  and  what  fails.   It  must  impose  some 
rules,  and  substandard  providers  must  either  reform  or  leave  the 
business. 
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Page  Six 

Today,  this  subcommittee  will  hear  testimony  from 
physicians,  industry  representatives  and  the  FDA  on  the  need  for 
regulation  of  human  tissue  banking.   We  will  discuss  legislation 
proposed  by  the  Chair  designed  to  make  a  reasonable  regulatory 
program  into  reality.   We  will  discuss  safety  issues  like  donor 
screening,  testing,  and  tracking,  and  we  will  look  at  the  need  to 
require  the  use  of  basic  minimum  practices  to  ensure  the  methods 
used  to  collect,  process,  distribute  and  store  tissue  do  not 
defeat  their  purpose. 

The  proposed  legislation  is  an  attempt  to  work  with  these 
issues  in  a  rational  way,  rather  than  to  drag  tissue  banking  into 
a  regulatory  thicket  that  threatens  its  survival  or  innovation. 
Our  aim  is  to  establish  a  level  field  for  both  for-profit  and 
non-profit  providers,  with  ground  rules  that  protect  the  public 
from  unnecessary  pitfalls  or  gaping  holes. 
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Mr.  Chairman,   I  must  say  that  while  I  do  Xnow  a  little  about 
small  business  my  expertise  in  the  tissue  transplantation  field 
is  in  its  early  stages. 

Today  we  are  liKely  to  hear  strong  arguments  made  for  the 
Inunediate  need  for  federal  regulatory  safeguards  for  the  tissue 
bank  industry.   We  can  all  agree  that  all  patients  should  have 
complete  confidence — that  when  needed  they  will  have  access  to 
high  quality  safe  tissue.   How  we  might  craft  a  system  that 
creates  this  safety  is  what  I  hope  will  result  from  today's 
hearing. 

It  is  also  important  to  note  that  federal  health  officials 
strongly  emphasize  that  the  transmission  of  infectious  diseases 
through  tissue  transplantation  has  been  quite  rare  and  thus  they 
believe  it  is  not  a  major  threat  to  the  public  health.   It  is  my 
understanding  that  FDA  could  step  in  immediately  if  they  felt  the 
publics  health  and  safety  was  at  risk. 

As  a  member  of  the  Small  Business  committee  Z  believe  that  if  the 
federal  government  does  regulate  tissue  transplants  we  must 
ensure  that  it  is  done  efficiently  and  even-handed.   While  safety 
is  paramount,  I  have  seen  too  many  examples  of  the  heavy  hands  of 
Washington  bureaucrats  crushing  the  ingenuity  of  young 
entrepreneurs . 

The  budding  biotechnology  field  is  expanding  at  such  a  rapid  pace 
I  fear  that  a  stringent,  inflexible  regulatory  system  might 
smother  what  is  truly  one  of  Americans  most  promising  growth 
industries. 

I  must  say  it  is  unique  that  although  these  issues  are  very 
complex  there  appears  to  be  much  common  ground  in  attempting  to 
improve  the  current  system 

Mr.  Chairman  I  look  forward  to  hearing  today's  testimony. 
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Testimony  of  Senator  Paul  Simon 

Before  the  House  Subcommittee  on  Small  Business  Regulation, 

Business  Opportunities  and  Technology 

The  Regulation  of  Human  Tissue  Transplantation 
October  15,  1993 

I  would  like  to  thank  Representative  Wyden  for  convening  this 
hearing  and  for  taking  the  lead  in  the  House  to  ensure  that 
recipients  of  human  tissue  transplemts  will  be  assured  of  receiving 
tissue  free  of  infectious  disease.  Our  staffs  have  been  working 
together  and  as  our  interests  and  concerns  are  substantially 
similar,  I  believe  that  the  final  version  of  our  two  bills  will  be 
very  close. 

Last  fall  the  Labor  and  Human  Resources  Committee  in  the  Senate 
held  a  similar  hearing,  at  vrtiich  time  we  listened  to  the  comments 
of  the  FDA,  the  profit  and  not-for-profit  tissue  bank  community, 
and  practicing  physicians.  We  have  incorporated  many  of  their 
suggestions  into  our  new  draft.  My  office  is  currently  circulating 
a  discussion  draft.  We  are  welcoming  comments  and  we  expect  that 
our  final  version  may  be  modified  in  some  ways  as  a  result  of  these 
comments . 

Most  of  you  know  how  I  became  involved  with  efforts  to  regulate 
human  tissue  transplantation.  I  was  approached  two  years  ago  by 
the  University  of  Chicago.  The  University  and  others  involved  with 
human  heart  valve  transplantation  were  concerned  about  the  FDA's 
decision  to  regulate  human  heart  valves  as  Class  III  medical 
devices.  The  concern  was  that  such  classification  would  result  in 
potential  shortages  and  unreasonably  high  costs.  The  closer  my 
staff  and  I  examined  this  issue,  the  more  we  realized  that  the 
issues  surrounding  the  regulation  of  heart  valves  were  only  the  tip 
of  the  iceberg.  The  FDA,  in  the  absence  of  an  appropriate 
statutory  framework  to  regulate  human  tissue,  intended  to  move 
ahead  to  regulate  other  tissue  \inder  the  cumbersome  medical  device 
regulations.  This  possibility  was  creating  consternation  among 
tissue  banks,  particularly  the  nonprofit  tissue  baiUcs.  And  after 
four  tissue  transplant  recipients  contracted  the  HIV  virus  from 
infected  tissue  in  1991,  many  more  people  became  painfully  aware 
that  human  tissue  banks  needed  to  be  regulated  -  and  regulated  in 
an  effective  and  appropriate  manner. 

I  have  received  at  least  one  letter  from  a  person  *rt»o,  but  for  the 
risk  of  infectious  disease,  would  choose  to  receive  tissue 
transplants.  In  my  experience,  one  letter  can  represent  the  views 
of  a  significant  number.  This  person  was  fortunate  because  for  him 
it  was  not  a  life-or-death  matter,  and  there  were  alternatives. 
Those  whose  condition  is  life- threatening,  a  child  in  need  of  a 
heart  valve  replacement  for  example,  do  not  have  this  luxury.  It 
is  important,  not  just  from  a  disease  prevention  standpoint,  to 
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assure  people  about  the  safety  and  quality  of  the  tissue  they  are 
receiving . 

Organizations  such  as  the  American  Association  of  Tissue  Banks 
(AATB)  have  done  an  admirable  job  of  promulgating  thorough 
standards  under  vdiich  tissue  banks  must  operate  to  receive  thexr 
accreditation.  Unfortunately,  too  few  banks  have  sought  this 
accreditation  and  there  is  no  means  to  enforce  these  standards. 

There  appears  to  be  a  consensus  among  the  Interested  parties  to 
this  legislation  that  there  is  a  need  for  regulation.  The  FDA  now 
appears  to  agree.  Further,  we  are  in  agreement  in  several  areas 
that  legislation  must  address :  that  any  regulation  must  provide  for 
the  registration  of  tissue  banks;  effective,  uniform  donor 
screening;  and  effective  tracking  from  donor  to  recipient.  None  of 
these  is  uniformly  being  carried  out  in  the  tissue  bank  community 
today . 

Most  believe  that  the  FDA  should  oversee  any  regulatory  scheme  that 
may  be  created  and  that  compliance  with  the  standards  promulgated 
by  the  Secretary  of  the  Department  of  Health  and  Human  Services 
should  not  be  voluntary. 

An  area  that  is  somewhat  controversial,  that  I  am  sure  will  be 
discussed  here  today,  is  that  of  user  fees.  You,  Congressman 
Wyden,  and  I  both  believe  that  funds  for  start-up  costs  will  need 
to  be  appropriated.  This  amount  could  be  $5  million,  perhaps  more, 
perhaps  less.  You  and  I  also  believe  that  once  the  regulatory 
scheme  is  in  place,  this  program  should  be  self-sustaining.  User 
fees  are  a  means  by  which  to  reach  this  end.  In  coming  to  this 
decision,  we  have  taken  into  account  the  altruistic  nature  of 
tissue  donation  and  the  fact  that  most  tissue  banks  are  not-for- 
profit.  However,  as  the  cost  of  the  user  fees  will  be  passed  along 
to  the  transplantee,  \^o  under  health  care  reform  will  be 
guaranteed  insurance  that  will  cover  this  procedure  If  it  is 
considered  appropriate  and  is  not  experimental,  we  feel  that  it  is 
a  fair  means  of  covering  FDA's  expenses  for  maintaining  its 
oversight. 

And  to  be  practical,  the  addition  of  user  fees  to  this  legislation 
will  make  it  much  more  palatable  to  Members  concerned  with  the  high 
cost  of  health  care  reform. 

There  are  some  who  believe  that  the  FDA  has  the  means  to  adequately 
regulate  tissue  banks  under  existing  statutory  authority  and  that 
Representative  Wyden 's  and  my  bill  would  unnecessarily  burden 
tissue  banks  and  tissue  transplant  recipients  with  greater  costs. 
It  is  my  belief  that  existing  law  does  not  sufficiently  address  the 
unique  nature  of  human  tissue  transplantation  nor  the  rapidly 
developing  processes  and  new  tissue  uses.  I  also  believe  the 
creation  of  accreditation  bodies  -  entities  that  must  be  approved 
and  monitored  by  the  FDA  -  would  provide  a  cost-efficient  means  of 
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registering  and  Inspecting  many  of  the  some  400  tissue  banks.  My 
bill  now  Includes  the  option  for  accrediting  bodies,  but  I  will 
listen  to  those  who  have  other  views  on  this  matter. 

Hy  bill  will  rescind  those  federal  regulations  that  classify  human 
heart  valves  as  Class  III  medical  devices  and  that  subject  htiman 
heart  valves  to  premarket  approval.  Human  heart  valves  will  be 
regulated  as  human  tissue.  This  bill  will  not  regulate  organs  or 
blood,  vrtilch  are  now  appropriately  regulated  under  their  own 
authorities . 

Under  our  bills,  good  tissue  banking  practices  will  be  promulgated, 
to  which  tissue  banks  that  wish  to  continue  operating,  will  adhere. 
All  tissue  will  be  appropriately  labeled  so  that  both  physicians 
and  patients  may  be  better  Informed.  The  likelihood  of  receiving 
Infected  tissue  will  be  diminished  by  mandatory  donor  and  tissue 
screening  and  testing,  along  with  a  uniform  recordkeeping  system 
that  tracks  the  tissue  from  donor  to  recipient. 

FDA  will  be  given  the  flexibility  to  determine  the  best  means  by 
which  to  enforce  these  regulations .  For  those  banks  not  complying 
with  good  tissue  banking  practices  or  for  those  who  otherwise  fail 
to  maintain  the  standards  by  which  they  obtained  a  license,  the  FDA 
may  suspend  or  revoke  their  license. 

In  the  final  version  of  my  bill,  consideration  will  be  given  to 
protecting  proprietary  Information  so  as  not  to  discourage 
innovation  in  this  rapidly  developing  field.  I  understand  how  far 
along  tissue  transplantation  has  come  over  the  last  20  years,  and 
in  order  to  ensure  continued  developments,  it  is  important  that  the 
new  regulations  that  will  be  promulgated  do  not  unnecessarily 
burden  those  involved  with  this  research. 

Input  from  the  tissue  banking  community  will  come  from 
participating  in  the  National  Tissue  Standard  Advisory  Committee. 
This  Committee  will  advise  the  Secretary  on  such  matters  as  what 
are  the  appropriate  quality  standards  and  regulations  for  tissue 
banks  and  accrediting  bodies ;  standards  for  good  tissue  banking 
practices;  and  among  others,  standards  for  the  prevention  of 
infectious  disease  transmission.  It  is  our  expectation  that  the 
Advisory  Coimnittee  will  take  into  consideration  the  standards  used 
by  organizations  vrtio  currently  accredit  tissue  banks . 

My  bill  will  utilize  existing  enforcement  powers  avalleible  to  the 
FDA  under  the  Federal  Food,  Drug,  and  Cosmetic  Act.  Seizure  and 
recall  authority  are  means  to  handle  contaminated  tissue  as  are  the 
adulteration  and  misbranding  provisions . 

As  I  mentioned  earlier,  my  staff  welcomes  the  opportunity  to  work 
with  interested  parties  to  this  legislation.  Our  current 
discussion  draft  is  just  that  and  we  will  give  serious 
consideration  to  all  recommendations. 
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Again,  thank  you  Congressinan  Hyden  for  providing  a  foriim  for  this 
important  natter,  and  for  your  leadership.  I  hope  that  with  both 
of  our  offices  working  together,  we  will  have  a  final  version  of 
the  Human  Tissue  Transplantation  Act  before  the  end  of  the  session. 
I  look  forward  to  working  with  you. 


RON  WYDEN,  OREGON 

CHAIRMAN 

IKE  SKELTON,  MISSOURI 
TEO  STRICKLAND.  0H(0 
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Ron  Wyden,  Chairman,  Subconunittee  on  Regulation, 
Business  Opportunities  &  Technology 

Subconunittee  Staff 

Memorandum  on  the  Regulation  of  Human  Tissue  for 
Transplant 

New  Federal  Regulation  May  be  Necessary  to  Assure  the 
Safety  and  Effectiveness  of  Human  Tissues  Harvested  and 
Processed  for  a  Variety  of  Surgical'  Procedures 


September  22,  1993 


Introduction 


At  your  request,  subcommittee  staff  two  years  ago  began  an 
inquiry  into  the  safety  and  effectiveness  of  non-organ  human 
tissues  which  are  harvested  and  processed  for  transplantation 
purposes. 

In  the  United  States,  today,  there  are  hundreds  of  thousands 
of  transplant  procedures  per  year.   These  procedures  involve 
transplantation  of  bone  and  bone  matter,  corneas,  heart 
valves,  arteries  and  skin. 

Approximately  500  to  600  organizations  —  both  for-profit 
and  non-profit  —  are  involved  in  the  procurement,  harvesting  and 
treatment  of  human  tissue.   These  activities  include  high- 
technology  oriented  processors  dependent  on  proprietary 
innovations  and  techniques,  charity  hospitals  which  procure  and 
harvest  human  donations,  and  medical  centers  that  transplant  the 
tissue. 


The  staff  interest  in  tissue  regulation  was  spurred  by 
scattered  reports  of  disease  transmission  among  transplant 
recipients  apparently  stemming  from  contaminated  donated  human 
materials.   Paramount  questions  concerned  the  jurisdiction, 
responsibility  and  effectiveness  of  state  and  federal  regulation 
of  this  rapidly  expanding  treatment  technology,  and  the  extent  to 
which  anecdotal  experience  of  bad  outcomes  —  accidental 
transmission  of  AIDS  and  Hepatitis,  C,  and  the  failure  of 
musculoskeletal  and  orthopedic  replacements  —  reflected  broader 
potential  public  health  problems. 
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This  wide-ranging  inquiry  has  included  a  series  of  meetings 
with  representatives  of  several  federal  health  agencies,  for- 
profit  organ  and  tissue  processing  companies  and  non-profit 
tissue  procurement  organizations.   Subcommittee  staff  also  have 
visited  a  number  of  sites  where  non-organ  tissues  are  harvested, 
treated,  packaged  and  shipped  for  immediate  use  in  a  variety  of 
surgical  procedures.   Staff  also  have  participated  in  industry 
and  academic  symposia  aimed  at  forming  a  consensus  on  setting 
standards  and  regulations  for  human  tissue  banks. 

Our  extensive  study  of  problems  in  the  field,  state  and 
federal  regulatory  procedures,  and  the  shape,  character  and 
likely  direction  of  emerging  medical  treatments  involving  human 
tissues  leads  us  to  the  following  conclusions: 

••  Although  the  human  tissue  transplant  network  in  the 
United  States  seems  relatively  free  from  major  disease 
transmission  incidence,  poor  record-keeping,  sometimes 
faulty  testing  and  inconsistent  testing  requirements  still 
results  in  the  use  of  contaminated  tissue. 

Additionally,  the  increasing  availability  of  tissues 
harvested  and  processed  from  a  number  of  foreign  countries 
also  increases  the  possibility  of  disease  contamination 
which  may  not  be  detected  by  U.S.  recipients. 

•»  A  larger  problem  in  staff's  view  is  that  of  assuring  the 
effectiveness  of  tissues,  which  may  be  treated  for  disease, 
and  undergo  preservation  using  a  variety  of  chemicals  and 
antibiotics,   and  gamma  ray  radiation. 

There  are  few  generally  accepted  industry  standards  for 
treatment,  preservation  and  packaging  of  these  highly 
sensitive,  often  fragile  materials. 

*•  Public  health  agencies,  most  notably  the  Food  and  Drug 
Administration,  have  acknowledged  that  current  regulatory 
methods  of  dealing  with  the  safety  and  effectiveness  of 
human  tissues  are  inadequate,  out-dated  and  often  in 
conflict. 

Clearly,  a  new  regime  of  public  regulation  is  needed.  This 
regime  should  assure  that  human  tissues  are  treated  and 
handled  to  avoid  transmission  of  infectious  disease,  and 
guarantee  optimum  effectiveness. 

Exploratory  discussions  with  both  the  FDA  and  industry 
representatives  indicate  a  strong  preference  for  new  rule-making. 
Staff  believes  the  Congress  should  fund  this  effort  through  a 
registration  and  permit  fee  method. 
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Results  in  Brief 

This  is  a  rapidly  expanding  medical  field.  .It  is  worth 
noting,  for  example,  that  in  the  United  States,  alone,  as  many  as 
one  million  bone  transplants  of  various  kinds  occurred  during  the 
last  year  (U.S.  Food  and  Drug  Administration  estimate) . 

Human  tissue  transplants  have  no  uniform  minimum  safety 
requirements.   Safety  concerns  surfaced  in  1991  with  a  report  of 
tissues  and  organs  transplanted  from  an  HIV  infected  donor. 
Mandatory  rigorous  donor  screening  criteria  may  have  excluded 
this  donor.   To  aggravate  this  tragedy,  not  all  of  the  recipients 
of  the  infected  tissue  could  be  located. 

A  mandatory  tracking  system  should  be  able  to  identify 
the  unwitting  infected  recipients. 

Equally  alarming  in  this  gap  of  public  health  protection,  is 
that  there  are  no  minimum  requirements  for  how  tissue  banks 
process  or  store  tissue.   This  means  tissue  may  be  needlessly 
damaged  by  a  variety  of  processing  methods. 

For  example,  the  level  of  gamma  radiation  required  to 
deactivate  HIV  destroys  the  tensile  strength  needed  for 
an  effective  bone  or  ligament  transplant. 

Tissue  can  also  be  damaged  by  freezing  and  storage  methods 
that  destroy  intracellular  and  extracellular  structures.   The 
damage  may  not  be  realized  until  well  after  transplantation  when 
the  tissue  fails  to  perform.   Many  risks  posed  by  improper 
processing  can  be  avoided  however.   Uniform  minimum  tissue 
processing  standards  can  ensure  the  clinical  utility  of  tissue 
and  reduce  the  need  for  costly  repeat  surgery. 

Although  there  are  no  federal  requirements  for  safety  and 
effectiveness,  a  few  states,  such  as  New  York,  Florida,  Georgia, 
Maryland  and  California  have  established  varying  licensing 
requirements  for  tissue  banking.   In  contrast,  the  lack  of 
mandatory  donor  screening  and  testing  requirements  throughout  the 
rest  of  the  country  and  abroad  leaves  open  the  possibility  of 
transplanting  tissue  infected  with  lethal  diseases  such  as  HIV, 
Hepatitis  C  and  Creutzfeldt-Jakob  Disease  (CJD) ,  a  lethal 
neurological  disease.   Adequate  donor  screening  helps  to  prevent 
the  use  of  suspect  tissue.   Advances  in  tissue  diagnostics  do  not 
mean  the  transplanted  tissues  are  absolutely  disease  free  as  is 
demonstrated  by  reports  of  infectious  transmission  as  recently  as 
1991  for  HIV  and  1992  for  Hepatitis  C. 

Beyond  safety  and  effectiveness  concerns,  the  survival  of 
human  tissue  for  transplantation  relies  an  altruistic  public 
willing,  through  donations,  to  improve  or  save  the  lives  of 
others.   The  public  reasonably  expects  that  donated  tissue  is  not 
damaged  during  collection,  preparation  and  delivery. 
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Recipients  expect  to  receive  tissue  that  works  and 
doesn't  transmit  disease. 

Recipients  also  expect  to  be  informed  of  the  risks 
associated  with  tissue  transplants.   Instances  have  been  reported 
where  physicians  did  not  inform  patients  that  human  tissue  would 
be  used  as  part  of  their  medical  treatment. 

In  1992,  a  tissue  bank  screened  inventoried  tissues 
with  a  new  test.   The  new  test  revealed  that  two 
previously  nonsuspect  donors  were  contaminated  with 
Hepatitis  C,  an  infectious  disease.   Two  patients  that 
received  infected  tissue  from  one  donor  could  not  be 
tracked.   Four  other  patients  had  reactive  tests.   Five 
patients  linked  to  the  second  donor  eventually  were 
located  -  one  tested  positive.   One  surgeon  chose  not 
to  notify  their  patient  about  the  risk  of  infection 
until  other  recipients  were  tested. 

The  informed  consent  issues  involved  in  such  a  scenario 
illustrates  the  need  for  tracking  programs  that  require 
physicians  and  hospitals  to  manage  more  effectively  the  risks 
involved  with  tissue  transplants. 

Tissue  Regulation  History; 

The  United  States  Navy  developed  the  practice  of  bone  tissue 
transplantation  during  the  1950s  in  Bethesda,  Maryland.   In  just 
a  few  decades,  bone  tissue  transplantation  grew  to  constitute  the 
largest  category  of  tissue  transplants.   In  addition  to  the  use 
of  bone  tissue,  the  scope  of  tissue  transplants  since  the  1950s 
has  expanded  to  include  the 

use  of  skin,  tendons,  cartilage,  ligaments,  corneas,  fascia,  dura 
mater,  pericardia,  veins  and  heart  valves.  This  year  hundreds  of 
thousands,  possibly  millions,  of  tissues  will  be  transplanted. 

Subsequent  to  the  report  in  1991  of  tissues  and  organs 
transplanted  from  an  HIV  infected  donor,  public  health  guidelines 
for  uniform  donor  screening  and  testing  for  HIV  and  hepatitis 
were  published  by  the  Center  for  Disease  Control  and  Prevention 
(CDC) .   However,  due  to  a  fragmented  Public  Health  Service 
approach,  these  guidelines  are  not  mandatory.   Existing  piecemeal 
federal  regulation  by  FDA  does  not  include  these  CDC  guidelines. 

The  CDC  acknowledges  in  its  March  1993  proposed  public 
health  service  guidelines  for  prevention  of  transmission  of  HIV 
through  transplantation  of  human  tissue  and  organs  that: 

"The  FDA  has  not  required  manufacturers  to  submit  data 
showing  that  HIV-l  antigen  and  antibody  detection  kits 
are  accurate  when  applied  to  postmortem  blood  samples. 
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"Postmortem  blood  samples  are  often  hemoiyzed  which  may 
affect  the  specificity  of  screening  assays  for  HIV 
antibody." 

Use  of  unapproved  test  kits,  such  as  polymerase  chain 
reaction  amplification  or  p24  antigen  testing  for  HIV-1,  by 
tissue  banks  may  provide  a  false  sense  of  security  about  the 
safety  of  tissue.   Use  of  unapproved  tests  may  provide  an 
insupportable  basis  for  promotion  that  the  tested  tissue  is  safer 
and,  therefore,  better.    However,  well  controlled  scientific 
studies  have  not  produced  evidence  to  support  such  claims  and 
answer  questions  about  false  negative  results.   In  the  meantime, 
promotional  claims  of  safety,  based  on  these  unapproved  and 
inaccurate  tests,  nevertheless  appear  justified  given  the  low 
probability  that  a  significant  percentage  of  donors  is  HIV 
positive. 

Staff  emphasizes,  however,  that  as  the  HIV  incidence 
increases  and  the  disease  cuts  across  more  demographic 
groups,  the  general  safety  of  donated  tissues  may  not 
be  so  readily  assumed  absent  better  testing. 

Safety; 

Non-profit  organizations,  such  as  the  American  Association 
of  Tissue  Banks  (AATB)  and  the  Eye  Bank  Association  of  America 
(EBAA) ,  have  promoted  safety  requirements  and  medical  standards 
to  prevent  the  transmission  of  disease.   Basic  screening  and 
testing  requirements  have  helped  to  ensure  patient  safety  by 
reducing  the  risk  of  infectious  disease  transmission.   In 
addition  to  screening  and  testing  requirements,  these 
organizations  have  recommended  the  use  of  tracking  systems  that 
track  tissue  from  donor  to  recipient  and  from  recipient  to  donor. 

Establishments  may  apply  for  and  receive  accreditation, 
based  on  upon  an  on-site  inspectional  determination  of  compliance 
with  the  published,  albeit  voluntary,  standards.   Accredited 
institutions  must  satisfy  requirements  for  medical  director  and 
personnel  certification,  training,  records,  screening,  testing, 
tracking,  facilities.  Good  Manufacturing  Practice  (GMP)  controls 
and  labeling.   Other  than  withdrawal  of  the  accreditation, 
however,  meeting  the  standards  of  these  organizations  is  not 
required  and  unenforceable. 

A  voluntary  approach  is  no  a  substitute  for  a  mandatory 
program.   A  few  states  recognized  that  difference  and  have 
implemented  basic  licensing  requirements  for  tissue  banking 
operations.   The  state  of  New  York  established  an  extensive 
regulatory  system  that  includes  general  standards. 
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It  sets  specific  standards  for  cardiovascular  tissue, 
musculoskeletal  tissue,  skin,  eyes,  semen,  human  milk,  and  bone 
marrow.   Florida  promulgated  in  an  Administrative  Code  in  1992  to 
regulate  organ  procurement,  tissue  banks  and  eye  banks  in  the 
state,   "to  safeguard  the  public  health  and  public  interest  of 
the  citizens  of  Florida  with  respect  to  the  procurement, 
processing,  and  distribution  of  organs  and  tissues."  [Chapter 
59A-1.002]   Maryland  promulgated  a  health  code,  "...  to  protect 
the  public  and  individual  health  by  reguiring  that  all  Maryland 
tissue  banks  operate  under  qualified  supervision  using  reliable 
procedures  with  appropriate  quality  control."  [Md.  Health-Gen 
Art.  Sees.  17-302  and  18-334]. 

Federal  Regulators  Flip  a  Coin; 

To  date,  federal  efforts  to  regulate  this  burgeoning 
healthcare  field  can  be  termed  inconsistent  and  arbitrary. 
Further,  the  results  have  hamstrung  a  technology  dependent 
industry. 

Piecemeal  federal  regulation  of  tissue  has  restrained,  in 
effect,  the  use  of  harvested  materials  such  as  heart  valves,  dura 
mater  and  cornea  lenticulas.  In  these  instances  when  FDA  sought 
to  regulate  tissue,  controversy  followed.   The  classification  of 
human  heart  valves  as  medical  devices  prompted  costly  litigation 
and  for  a  time  appeared  to  threaten  patient  care.   FDA  pulled 
dura  mater  into  the  regulatory  world  of  medical  devices  and 
prevented  some  importation  of  the  tissue  after  receiving  reports 
that  patients  died  from  imported  dura  mater  infected  with 
Cruetzf eld-Jakob  disease.  Apart  from  these  instances,  a  minimum 
federal  requirement  for  the  safe  and  effective  use  of  human 
tissue  for  transplant  is  lacking. 

There  is  no  way  to  definitively  determine  the  number  of  U.S. 
tissue  banks,  their  activities  or  their  operating  protocols. 
Tissue  banks  are  not  required  to  identify  themselves  to  public 
health  officials.   We  know  that  50  tissue  banks  are  accredited  by 
the  AATB  and  103  eye  banks  are  accredited  by  the  EBAA  in  this 
country  up  through  the  August  of  1993.   A  rough  estimate  is  that 
500  to  600  tissue  banking  establishments  are  in  operation.   But 
apart  from  voluntary  inspections,  we  have  no  way  of  knowing  what 
standards,  tests  and  practices  are  used  by  the  uninspected  tissue 
banks  that  have  not  sought  voluntary  accreditation. 


85 


Page  Seven 

Effectiveness! 

The  manner  in  which  tissue  is  collected,  processed,  or 
stored  may  render  it  useless  or  clinically  ineffective. 
Following  death,  tissue  begins  to  deteriorate,  some  tissues 
deteriorate  faster  than  others  and  stop  producing  necessary 
byproducts  to  ensure  a  successful  graft. 

Acceptance  criteria  may  vary  to  such  an  extent  that  material 
that  is  too  old  for  one  tissue  bank  may  be  acceptable  to  another. 
Processing  may  require  the  use  of  antimicrobial  solutions  to 
disinfect  or  decontaminate  tissue,  but  those  solutions  may  reduce 
the  tissue's  ability  to  graft  properly  or  cause  inflammation  in 
the  recipient. 

Variations  or  lack  of  controls  in  cryopreservation  can 
effect  the  biochemical  function  or  structure  of  cells  or 
subcellular  material  and  compromise  the  viability  or  durability 
of  the  tissue.   Overkill  sterilization  for  HIV  deactivation,  such 
as  with  gamma  radiation,  may  cause  bone  tissue  lose  strength  and 
eventually  crack  and  crumble  after  implantation  or  ligaments  to 
loose  their  critical  tensile  strength.   These  examples  suggest 
that  the  success  of  tissue  transplantation  may  be  improved 
greatly  when  the  integrity  of  the  tissue  is  not  needlessly 
sacrificed  by  uncontrolled  methods  of  collection  or  processing. 

Proper  handling,  packing,  and  storage  also  present  efficacy 
issues.   The  lack  of  adequate  aseptic  or  decontamination 
protocols  may  introduce  needless  microcontamlnants. 

The  staff  received  reports  that  one  foreign  tissue  bank 
distributing  tissue  in  this  country  did  not  know  how  to 
perform  sterile,  aseptic  tissue  collection. 

The  solutions  used  to  protect  tissue  during  frozen  storage 
effect  cell  molecular  biology  in  ways  that  are  not  fully 
understood.   Packaging  materials  may  not  adequately  protect 
tissue  against  something  as  fundamental  as  freezer  burn. 

Tracking: 

Just  as  there  are  no  mandatory  requirements  for  donor 
screening  and  tissue  testing,  tissue  tracking  also  is  voluntary 
and  haphazard.   The  Public  Health  Service  has  recognized  that 
blood  can  transmit  infectious  diseases  and  has  required  a  record 
keeping  system  that  can  locate  recipients  of  infected  donors. 
Tissues  used  for  transplantation  can  transmit  the  same  infectious 
diseases  as  blood,  but  no  record  keeping  system  is  required  to 
locate  recipients  of  Infected  tissue.  This  is  particularly  true 
for  tissue  that  is  fresh  frozen. 
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Some  tissue  banks  have  developed  an  aggressive  tracking 
process  to  identify  transplanting  centers  that  fail  to  furnish 
needed  information.   Several  tissue  bank  managers  believe  that 
hospital  based  logs,  much  like  those  already  used  for  blood 
banking,  can  be  adapted  to  do  the  job.   A  more  effective  tracking 
system  will  require  education  and  training  of  hospital  personnel 
so  that  hospital  managers  and  staff  understand  the  critical  need 
for  reliable  tracking  records. 

Current  Status  of  Federal  Legislation; 

Both  the  tissue  banking  industry  and  the  Food  and  Drug 
Administration  seek  comprehensive  legislation  that  would  require 
compliance  with  broad  mandatory  federal  standards  for  screening, 
testing,  tracking,  processing  standards,  storage  and 
distribution. 

Senator  Simon  introduced  a  bill  in  the  102nd  Congress 
modeled  on  a  voluntary  compliance  system  managed  by  professional 
tissue  bank  associations.   However,  industry  and  professional 
associations  are  inclined  toward  mandatory  requirements  with 
oversight  by  a  federal  regulatory  agency.   Charles  B.  Cuono, 
M.D.,  Ph.D.,  president  of  the  American  Association  of  Tissue 
Banks,  testified  before  the  Senate  Labor  and  Hunan  Resources 
Committee  that  regulation  must  include  registration,  donor 
screening  and  tracking,  and  that  compliance  with  nationwide 
standards  can  be  accomplished  only  through  regulatory  oversight 
by  an  external  agency. 

Companion  organizations  such  as  the  National  Tissue  Bank 
Council  (NTBC)  and  the  American  Red  Cross  (ARC)  support  the 
position  of  enforceable  regulatory  oversight  by  FDA  and  affirmed 
the  need  for  national  standards  for  tissue  banking.   The  NTBC 
urged  that  the  development  of  standards  for  tissue  banking: 

"...  should  be  developed  by,  or  in  close  consultation 
with,  the  scientific  and  medical  professionals  and 
organizations  within  the  transplantation  community." 

A  pioneer  in  tissue  banking  and  past  president  of  the  AATB, 
recently  Kenneth  W.  Sell,  M.D.,  Ph.D.,  believes  that  such 
consultation  is  essential. 

FDA  has  informed  us  that  it  plans  to  propose  new  tissue 
banking  legislation,  but  a  proposal  is  still  to  be  forwarded  to 
the  Department  of  Health  and  Human  Services.   FDA  acknowledged 
during  Senate  hearings  last  year  the  inadequacy  of  the  current 
regulatory  scheme. 
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Staff  believes  that  the  existing  legislation  was  not 
written,  however,  with  the  full  range  of  transplantable 
tissues  specifically  in  mind.   Some  expert  observers 
have  suggested  that  even  with  some  of  their  emerging 
similarities  tissues  are  (1)  different  from 
conventional  medical  products  and  (2)  their  regulation 
should  be  based  on  specially  tailored  legislation. 

Elements  of  a  New  Regulatory  Regime; 

At  a  minimum,  tissue  banking  legislation  needs  to  require 
the  following  elements  to  ensure  safety  and  patient  usefulness: 

1)  registration  of  all  tissue  banks; 

2)  uniform  tissue  banking  practices,  which  include 
testing,  records,  processing  practices  and  standards; 

3)  tracking  methods  to  trace  tissue  from  donor  to 
recipient;  and 

4)  user  fees  to  cover  regulatory  costs  associated  with 
activities  such  as  inspections,  registration  and 
enforcement  actions. 

Tissue  banks  and  related  professional  associations  strongly 
support  federal  regulation  of  this  growing  medical  field.   The 
voluntary  regulation  of  the  hundreds  of  tissue  banks  by 
professional  associations  has  established  a  standard  of  practice 
to  maintain  public  confidence.   Voluntary  standards  undoubtedly 
have  helped  to  reduce  the  risks  associated  with  tissue 
transplants.   Voluntary  standards,  however,  cannot  ensure  that 
all  tissues  are  safe,  fit  for  patient  use  and  traceable  after 
distribution. 

Existing  legislation  for  blood  and  medical  devices  was  not 
designed  to  regulate  transplantable  tissue.    A  separate, 
comprehensive  regulatory  program  specific  to  tissue,  needs  to  be 
established.   Rather  than  regulate  tissue  on  a  fragmented  basis, 
various  tissue  banks,  professional  associations,  and  government 
regulators  alike  believe  that  all  tissue  for  transplantation 
should  be  subject  to  mandatory  regulatory  control  by  FDA.  The 
tissue  banking  industry  recognizes  the  budget  constraints  of  the 
federal  budget  but  has  expressed  resistance  to  the  use  of  a  "user 
fee"  system  to  support  the  implementation  and  administration  of 
regulatory  requirements.   A  combination  of  appropriations  and 
user  fees  requires  further  public  discussion  for  the  record. 
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Finally,  the  implementation  of  the  legislation  needs  to  be 
conducted  on  an  incremental  basis  to  facilitate  compliance  rather 
than  create  a  sudden,  unmanageable  regulatory  burden  that  defeats 
the  survival  of  tissue  banking. 

Based  on  a  current  and  inexact  census  of  the  industry,  staff 
believes  first-year  costs  of  this  regulatory  program  would  be 
between  $3  million  and  $5  million.   This  figure  would  include 
many  one-time-only,  start-up  expenses. 
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H.R. 


IN  THE  HOUSE  OF  REPRESENTATIVES 


Mr.  Wyden  introduced  the  following  bill;  which  was  referred  to  the  Committee 
on 


A  BILL 

To  amend  the  Federal  Food,  Drug,  and  Cosmetic  Act  to 
ensure  that  human  tissue  intended  for  transplantation 
is  safe  and  effective  and  for  other  purposes. 

1  Be  it  enacted  hy  the  Senate  and  House  of  Representa- 

2  tives  of  the  United  States  of  America  in  Congress  assembled, 

3  SECTION  1.  SHORT  TITLE. 

4  (a)  Short  Title. — Tliis  Act  may  be  cited  as  the 

5  "Human  Tissue  for  Transplantation  Act  of  1993". 

6  (b)  Reference. — Whenever  in  this  Act  an  amend- 

7  ment  or  repeal  is  expressed  in  terms  of  an  amendment 
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1  to,  or  repeal  of,  a  section  or  other  provision,  the  reference 

2  shall  be  considered  to  be  made  to  a  section  or  other  provi- 

3  sion  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

4  SEC.  2.  FINDINGS. 

5  The  Congress  finds  that  reasonable  assurance  of  the 

6  safety  and  effectiveness  of  human  tissue  for  transplan- 

7  tation  through  regulatory  oversight  is  necessary  to  protect 

8  the  public  health  against  the  transmission  of  infectious 

9  disease  or  the  conduct  of  medical  therapy  with  human  tis- 

10  sue  unfit  for  use. 

1 1  SEC.  3.  DEFINITIONS. 

12  Section  201  of  the  Federal  Food,  Drug,  and  Cosmetic 

13  Act  (21  U.S.C.  321)  is  amended— 

14  (1)  in  the  first  sentence  of  paragraph  (g)(1),  by 

15  striking  ",  and  (D),  and  inserting  ",  (D)"  and  by  in- 

16  serting  before  the  period  ",  and  (E)  human  tissue 

17  (other  than  banked  human  tissue)  if  described  in 

18  clause  (A),  (B),  (C),  or  (D)", 

19  (2)  in  paxEigraph  (h),  by  inserting  after  "im- 

20  plant,"   the   following:    "human   tissue    (other  than 

21  •  banked  himian  tissue),",  and 

22  (3)  by  adding  at  the  end  the  folloAving: 

23  "(^)(1)  The  term  'tissue'  means  an  aggregate  of 

24  cells  together  with  their  intercellular  substance  that  form 

25  a  structural  material. 
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1  "(2) (A)  The  term  'banked  human  tissue'  means  any 

2  tissue — 

3  "(i)   derived  from  a  human  body  that  is  in- 

4  tended  for  administration  to  a  human  for  the  diag- 

5  nosis,  cure,  mitigation,  treatment  or  prevention  of 

6  any  condition  or  disease, 

7  "(ii)  procured,  processed,  stored,  or  distributed 

8  by  methods  to  prevent  the  transmission  of  infectious 

9  disease  and  to  preserve  chnical  usefidness,  and 

10  "(iii)  not  intended  to  change  tissue  structure  or 

11  ftinctional  characteristics. 

12  "(B)  Such  term  does  not  include — 

13  "(i)  whole  organs,  including  hearts,  kidnej^,  hv- 

14  ers,  lungs,  pancreases,  or  any  other  organ  containing 

15  vasculatuie  that  carries  blood  after  transplantation, 

16  "(ii)  blood,  blood  products,  bone  marrow,  repro- 

17  ductive  tissue,  or  human  milk,  or 

18  "(iii)  autograft  human  tissue  that  is  not  stored 

19  or  processed  during  a  single  surgical  procedure.". 

20  "(3)  The  term  'human  tissue  bank'  means  a  person 

21  that  procures,   processes,   stores,   or  distributes  banked 

22  human  tissue.". 

23  SEC.  4.  REGUUVTION  OF  HUMAN  TISSUE  BANKS 

24  Chapter  V  of  the  Federal  Food,  Drug,  and  Cosmetic 

25  Act  is  amended  by  adding  at  the  end  the  following: 


r 
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1  "Subchapter  D-Human  Tissue  Banks 

2  "regulation  of  human  tissue  banks 

3  "Sec.  545.  (a)  Prevention  of  Disease  Trans- 

4  mission. — To  prevent  the  transmission  of  infectious  dis- 

5  ease  by  the  use  of  banked  human  tissue,  the  Secretary 

6  may  by  regulation  require — 

7  "(1)  the  screening  of  donors  of  tissue, 

8  "(2)  the  testing  of  donors  of  tissue  and  tissue 

9  donated,  and 

10  "(3)  recordkeeping  by  himian  tissue  banks,  in- 

11  eluding  records  that  provide  a  method  to  track  tis- 

12  sue  from  a  donor  to  a  recipient  and  from  a  recipient 

13  to  a  donor,  taking  into  account  tlie  privacy  interest 

14  of  donors,  donor  families,  and  recipients. 

15  "(b)  Good  Tissue  Bankinq  Practice. — The  Sec- 

16  retary  may  by  regulation  establish  good  tissue  banking 

17  practices  by  human  tissue  banks  which  require — 

18  "(1)  ascertainment  of  donor  suitability, 

19  "(2)   recovery  of  tissue   after  the  death  of  a 

20  donor, 

21  "(3)  tissue  screening  and  acceptance, 

22  "(4)   validation   of  the   manufacturing,    equip- 

23  ment,  and  facilities  used  for  banked  human  tissue, 

24  "(5)  finished  tissue  inspection  and  control, 

25  "(6)  inspection  for  quality  control, 
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1  "(7)  investigation  of  failures  involving  banked 

2  human  tissue  and  files  of  complaints  about  such  fail- 

3  ures, 

4  "(8)  recordkeeping, 

5  "(9)  assurance  of  the  quality  of  banked  human 

6  tissue, 

7  "(10)  personnel  requirements,  including  a  re- 

8  quirement  for  a  medical  director  who  is  a  physician 

9  licensed  to  practice  medicine  in  the  State  in  which 

10  the  bank  is  located,  and 

11  "(11)  special  practices  for  specific  tissues. 

12  "(c)  Labeling,  Advertising,  and  Promotion. — 

13  The  Secretary  may  by  regulation  prescribe  requirements 

14  for  the  labeling,   advertising,  and  promotion  of  banked 

15  human  tissue  by  human  tissue  banks.  Such  requirements 

16  shall  include — 

17  "(1)   requirements  for  adequate   direction  for 

18  use,  and 

19  "(2)  information  about  results  fi:om  the  use  of 

20  banked   human   tissue    according   to    directions    or 

21  under  customaiy  and  usual  conditions. 

22  "(d)  Operating  Permits. — 

23  "(1)  In  general. — The  Secretaiy  shall  by  reg- 

24  ulation  require  human  tissue  banks  to  acquire  a  per- 
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1  mit  for  operation.  Such  a  permit  may  be  acquired  by 

2  a  human  tissue  bank  if — 

3  "(A)  the  human  tissue  bank  has  on  file 

4  with  the  Secretary  an  apphcation  for  such  per- 

5  mit  which   demonstrates,    through   supporting 

6  documentation,  that  the  bank  is  in  compliance 

7  with  the  requirements  of  subsections  (a),   (b), 

8  and  (c), 

9  "(B)  an  apphcation  has  been  submitted  for 

10  a  human  tissue  bank  by  an  entity  accredited 

11  under  subsection  (f)  which  states  that  upon  the 

12  recommendation  of  a  Tissue   Standards  Advi- 

13  sory  Committee  the  bank  has  been  found  to  be 

14  in  compHance  with  the  requirements  of  sub- 

15  sections  (a),  (b),  and  (c), 

16  "(C)  the  human  tissue  bank  has  on  file 

17  with  the  Secretary  an  apphcation  for  an  exemp- 

18  tion  firom  the  requirements  of  subsection  (a), 

19  (b),  or  (c)  and  the  Secretary  has  approved  such 

20  apphcation  based  upon — 

21  "(i)    data    firom   well    controlled    sci- 

22  entific  studies  designed  to  provide  reason- 

23  able   assurance   that   an   exemption   fi-om 

24  such  requirements  is  safe  and  does  not  re- 

25  duce  clinical  utihty,  or 
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1  "(ii)  a  determination  by  the  Secretary, 

2  after  consultation  with  a  Tissue  Advisory 

3  -■  Committee,  that  such  an  exemption  does 

4  not  affect  the  safety  and  effectiveness  of 

5  the  operations  of  such  bank,  or 

6  "(D)  the  human  tissue  bank  has  on  file 

7  with  the  Secretary  an  apphcation  for  an  exemp- 

8  tion  firom  the  requirements  of  subsection  (a), 

9  (b),  or  (c)  to  investigate  new  or  existing  stand- 

10  ards,  methods,  or  uses  relating  to  tissue,  such 

11  apphcation  is  submitted  with  a  proposed  sci- 

12  entific  protocol  for  such  investigation,  and  the 

13  Secretary  has  determined  that  such  investiga- 

14  tion  does  not  affect  the  safety  and  effectiveness 

15  of  the  operations  of  such  bank  and  that  pa- 

16  tients  of  the  bank  will  be  protected  by  a  re- 

17  quirement  of  adequate  informed  consent. 

18  "(2)  Permits. — The  Secretary  shall  issue  an 

19  operating  permit  to  a  human  tissue  bank  if  the  Sec- 

20  retary  determines  the  bank  meets  the  requirements 

21  of  paragraph  (1).  Such  a  permit  shall  identify  the 

22  tissues  banked  by  the  bank  and  the  metliods  of  pro- 

23  curement,   processing,   storage,   and  distribution  of 

24  such  tissue  which  the  Secretary  had  determined  to 

25  be  safe  and  effective.  A  permit  shall  be  valid  for 
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1  such  period  as  specified  by  the  Secretary  but  not  for 

2  more  than  3  years. 

3  "(3)  Amendment. — The  Secretary  shall  allow 

4  a  human  tissue  bank  which  has   a  permit  issued 

5  under  paragraph  (2)  to  amend  the  permit  if  under 

6  the  amendment  the  human  tissue  bank  is  still  in 

7  comphance  with  paragraph  (1). 

8  "(4)  Revocation. — The  Secretary  shall  revoke, 

9  in  whole  or  in  part,  a  permit  of  a  human  tissue  bank 

10  issued  under  paragraph  (2)  if  the  Secretary  deter- 

11  mines  that  the  bank  is  operating  in  a  manner  which 

12  is  inconsistent  with  its  permit  and  which  places  the 

13  bank  out  of  compliance  with  paragraph  (1). 

14  "(e)  Accreditation  Entities. — 

15  "(1)  Approval. — The  Secretary  may  approve  a 

16  non-profit  entity  to  accredit,  for  purposes  of  obtain- 

17  ing  a  permit  under  subsection   (d),  human  tissue 

18  banks  as  being  in  compliance  with  the  requirements 

19  of  subsections  (a),  (b),  and  (c).  To  be  approved  by 

20  the  Secretary  such  an  entity  shall — 

21  "(A)   not  have   any  financial  relationship 

22  with  a  human  tissue  bank  being  inspected  by 

23  the  entity. 
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1  "(B)  comply  with  a  reasonable  fee  stnic- 

2  tore  and  limit  established  by  the  Secretary  for 

3  inspections  and  applications, 

4  "(C)  meet  such  other  requirements  as  the 

5  Secretary  determines  appropriate. 

6  "(2)  Inspections  by  approved  entities. — 

7  An  entity  approved  by  the  Secretary  under  para- 

8  graph  (1)  may  inspect  human  tissue  banks  to  ascer- 

9  tain  compliance  with  the  requirements  of  subsections 

10  (a),  (b),  and  (c)  for  purposes  of  an  apphcation  under 

11  subsection  (d).  Such  an  entity  shaJl  submit  to  the 

12  Secretary  the  name  of  any  human  tissue  bank  which 

13  it  finds  is  not  in  compliance  with  such  requirements. 

14  Such  submission  shall  be  made  within  10  days  of 

15  such  a  finding. 

16  "(3)  Approval  withdrawal. — The  Secretary 

17  shall  promulgate  regulations  under  which  the  Sec- 

18  retary  may  withdraw  the  approval  of  an  entity  to  ac- 

19  credit  human  tissue  banks  for  failing  to  meet  the  re- 

20  quirements  of  paragraph  (1).  If  an  entity  has  its  ap- 

21  proval  withdrawn,   the  permit  of  a  human  tissue 

22  bank  issued  because  of  such  entity  shall  stay  in  ef- 

23  feet  until  the  expiration  of  the  permit  or  such  other 

24  period  as  the  Secretary  determines  is  reasonable  for 
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1  the  bank  to  obtain  a  permit  through  another  ap- 

2  proved  entity. 

3  "(4)  Inspections  by  the  Secretary. — The 

4  Secretary  shall  annually  inspect  a  sufficient  number 

5  of  human  tissue  banks  with  permits  issued  under 

6  subsection  (d)(1)(B)  to  provide  the  Secretary  with  a 

7  reasonable  estimate  of  the  performance  of  the  ap- 

8  proved  entity  through  which  such  permits  were  is- 

9  sued. 

10  "(f)  Registration. — ^Each  human  tissue  bank  shall 

1 1  under  regulations  of  the  Secretary  be  required  to  register 

12  in  accordance  with  the  requirements  of  section  510  as 

13  made  applicable  under  such  regulations. 

14  "(g)   Regulations. — The   Secretary  shall  promul- 

15  gate  the  regulations  required  by  subsection  (a),  (b),  (c), 

16  (d),  and  (f)  within  5  years  of  the  date  of  the  enactment 

17  of  the  Human  Tissue  for  Transplantation  Act  of  1993  and 

18  shall  be  based  on  adequate  scientific  evidence. 

19  "tissue  advisory  com^ottees 

20  "Sec.  546.  (a)  In  General. — The  Secretary  shall 

21  establish  a  national  advisory  committee  to  be  known  as 

22  the  Tissue  Advisory  Conunittee  (hereinafter  in  this  section 

23  referred  to  as  the  'advisory  committee').  The  advisory 

24  committee  shall  be  established  witliin  one  year  of  the  date 

25  of  the  enactment  of  the  Human  Tissue  for  Transplan- 

26  tationActof  1993. 
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1  "(b)  Composition. — The  advisory  committee  shall 

2  be  comprised  of  note  fewer  than  13  or  more  than  19  indi- 

3  viduals  who  are  not  officers  or  employees  of  the  Federal 

4  Government.  The  Secretary  shall  mate  appointments  to 

5  the   advisory  committee   from   among  physicians,    other 

6  health  care  practitioners,  and  representatives  of  human 

7  tissue  bank  consumers  and  industry  groups  whose  clinical 

8  practice,  research  specialization,  or  expertise  include  a  sig- 

9  nificant  focus  on  tissue  transplantation  by  himian  tissue 

10  banks. 

11  "(c)  Functions. — ^The  advisory  committee  shall — 

12  "(1)  advise  the  Secretary  on  appropriate  quahty 

13  standards  and  regulations  for  human  tissue  banks 

14  under  section  545, 

15  "(2)  advise  the  Secretary  on  appropriate  stand- 

16  ards  and  regulations  for  accredited  entities  under 

17  section  545(e), 

18  "(3)  report  on  new  developments  concerning  tis- 

19  sue  transplantation, 

20  "(4)  advise  the  Secretary  on  appropriate  stand- 

21  ards  for  the  prevention  of  infectious  disease  trans- 

22  mission  by  banked  human  tissues, 

23  "(5)  advise  the  Secretary  on  appropriate  quality 

24  standards  for  good  tissue  banking  practices  under 

25  section  545(b), 
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1  "(6)  advise  the  Secretary  in  the  development  of 

2  regulations  to  ensure  that  adequate  directions  for 

3  use  of  banked  hiunan  tissues  are  provided  by  human 

4  tissue  banks, 

5  "(7)  make  recommendations  in  the  establish- 

6  ment  of  mechanisms  to  investigate  consumer  com- 

7  plaints,  and 

8  "(8)  perform  such  other  activities  as  the  Sec- 

9  retaiy  may  require. 

10  "(d)  Meetings. — The  advisory  committee  shall  meet 

11  not  less  often  than  quarterly  during  the  first  3  years  of 

12  its  operation. 

13  "(e)  Chairperson. — The  Secretary  shall  appoint  the 

14  chairperson  of  the  advisory  committee  from  among  mem- 

15  bers  of  the  advisory  committee.". 

16  SEC.  5.  ENFORCEMENT. 

17  (a)  Adulteration.— Section  501  (21  U.S.C.  351) 

18  is  amended — 

19  (1)  by  inserting  ",  banked  human  tissue,"  after 

20  "drug"  before  paragraph  (a), 

21  (2)  in  paragraplis  (a)(2)(B)  and  (d),  by  insert- 

22  ing  "or  banked  human  tissue"  after  "drug"  each 

23  place  it  occurs, 

24  (3)  by  adding  at  the  end  the  following: 
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1  "(j)(l)  If  it  is  banked  human  tissue  and  the  mate- 

2  rials,  facilities,  or  controls  used  for  its  procurement,  proc- 

3  essing,  distribution,  or  storage  are  not  in  conformity  with 

4  the  requirements  of  section  545(b). 

5  "(2)  If  it  is  banked  human  tissue  for  which  an  exemp- 

6  tion  for  investigation  use  of  human  tissue  has  been  grant- 

7  ed  under  section  545(d)(1)(D)  and  the  person  granted 

8  such  exemption  or  any  investigator  fails  to  comply  with 

9  the  requirements  of  such  section.",  and 

10  (4)  in  the  title  to  the  section,  by  inserting  "OR 

11  BANKED  HUMAN  TISSUE"  after  "DRUGS. 

12  (b)  MiSBRANDiNQ.— Section  502(21  U.S.C.  352)  is 

13  amended — 

14  (1)  by  inserting  ",  banked  human  tissue,"  after 

15  "drug"  before  paragraph  (a), 

16  (2)  in  paragraph  (f),  the  first  sentence  of  para- 

17  graph  (h),  and  (i),  by  inserting  "or  banked  himian 

18  tissue"  after  "drug"  each  place  it  occurs 

19  (3)  in  paragraph  (o),  by  inserting  "or  if  an  ap- 

20  plication  or  other  information  respecting  it  was  not 

21  provided    as    required    by    section    545(d),"    after 

22  "510(e)", 

23  (4)  by  adding  at  the  end  the  following: 
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1  "(u)(l)  If  it  is  banked  human  tissue  subject  to  regu- 

2  lation  under  section  545(c)  unless  it  bears  such  labeling 

3  as  may  be  required. 

4  "(2)  If  it  is  a  banked  human  tissue  distributed  or 

5  offered  for  sale  in  any  State  and  its  promotion  or  advertis- 

6  ing  is  false  or  misleading  in  any  particular.",  and 

7  (5)  in  the  title  to  the  section,  by  inserting  "OR 

8  BANKED  HUMAN  TISSUE"  after  "DRUGS. 

9  (c)  Prohibited  Acts.— Section  301   (21   U.S.C. 

10  331)  is  amended — 

11  (1)  in  paragraphs  (a),  (b),  (c),  (g),  (h),  (k),  and 

12  (1),   by   inserting   ",    banked  human  tissue"    after 

13  "drug"  each  place  it  occurs, 

14  (2)  in  paragraph  (d),  by  striking  "404  or  505" 

15  and  inserting  "404,  505,  or  545", 

16  (3)  in  paragraph  (j),  by  inserting  ",  545"  after 

17  "520", 

18  (4)  in  paragraph  (p),  by  striking  "510,"  and  in- 

19  serting  "510  or  545(f),",  and 

20  (5)  in  paragraphs  (q)(2)  and  (r),  by  inserting 

21  "or  banked  human  tissue"  after  "device". 

22  (d)  Penalties.— Section  303(f)  (21  U.S.C.  333(f)) 

23  is  amended  by  inserting  "or  banked  human  tissues"  after 

24  "devices". 
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1  (e)   Seizures.— Section  304   (21   U.S.C.   334)   is 

2  amended — 

3  (1)  in  subsections  (a)(1)  and  (d)(1),  by  insert- 

4  ing  ",  banked  human  tissue"  after  "drug", 

5  (2)  in  subsection  (a)(1),  by  striking  ",  and  (D)" 

6  and  inserting  "(D)  Any  adulterated  or  misbranded 

7  banked  human  tissue,  and  (E)",  and 

8  (3)  in  subsection  (g)(1),  by  striking  "or  a  vehi- 

9  cle,  a  device"  and  inserting  ",  a  vehicle,  a  device,  or 

10  banked  human,  tissue"  and  by  inserting  after  each 

11  other    occurrence    of   "device"    the    following:    "or 

12  banked  human  tissue". 

13  (f)  Investigations.— Section  702  (21  U.S.C.  372) 

14  is  amended — 

15  (1)  in  subsection  (b),  by  inserting  ",  banked 

16  human  tissue"  after  "drug",  and 

17  (2)  in  subsection  (d),  by  inserting  "or  banked 

18  human  tissues"  after  "drugs". 

19  (g)  Records  op  Interstate  Shipment. — Section 

20  703  (21  U.S.C.  373)  is  amended— 

21  (1)   by  inserting  "or  banked  human  tissues" 

22  after  "drugs"  each  place  it  occurs,  and 

23  (2)    by   inserting   "or  banked   human   tissue" 

24  after  "drug"  each  place  it  occurs. 
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1  (h)  Inspections.— Section  704  (21  U.S.C.  374)  is 

2  amended — 

3  (1)    in    subsection    (a)(1)(A),    by   inserting    ", 

4  banked  human  tissues"  after  "drugs"  each  place  it 

5  occurs, 

6  (2)    in   subsection    (a)(1)(B),    by  inserting   ", 

7  banked  human  tissues"  after  "prescription  drugs" 

8  eeich  place  it  occurs,  and 

9  (3)  in  subsection  (b),  by  iriserting  ",  banked 

10  human  tissue"  after  "drug". 

11  (i)  Publicity.— Section  705(b)  (21  U.S.C.  375(b)) 

12  is  amended  by  inserting  ",  banked  human  tissues"  after 

13  "drugs". 

14  (j)  Ii«mERSTATE  Commerce  Presumption. — Section 

15  709  (21  U.S.C.  379a)  is  amended  by  inserting  "or  banked 

16  h\iman  tissue"  after  "device". 

17  (k)  Imports  and  Exports. — Section  801  (21  U.S.C 

18  381)  is  amended — 

19  (1)  in  the  first  sentence  of  subsection  (a),  by  in- 

20  serting  ",  banked  human  tissues"  and  "drugs", 

21  (2)  in  subsection  (a)(3),  by  inserting  "or  545" 

22  after  "505",  and  1 

23  (3)  in  subsections  (b)  and  (e)(1),  by  inserting 

24  ",  banked  human  tissue"  aftev  "drug". 
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1  SEC.  8.  FUNDING. 

2  (a)  Imposition. — ^Each  human  tissue  bank — 

3  (1)  which  has  a  permit  issued  under  section 

4  545(d)  shall  pay  a  fee  for  such  permit,  and 

5  (2)  which   is  registered  under  section   545(f) 

6  shall  pay  a  fee  for  such  registration. 

7  The  fees  imposed  under  this  subsection  are  imposed  to 

8  cover  the  costs  of  the  Secretary  in  the  implementation  of 

9  sections  545  and  546. 

10  (b)  Fee  Amount. — The  Secretary  shall  determine 

1 1  the  amount  of  the  fees  imposed  by  subsection  (a)  on  the 

12  basis  of  the  gross  revenue  of  the  human  tissue  bank  pay- 

13  ing  the  fee  which  relates  to  the  procurement,  processing, 

14  storage,  and  distribution  of  human  tissue. 

15  (c)  Creditinq  and  Availability  of  Fees. — 

16  (1)  In  general. — ^Fees  collected  for  a  fiscal 

17  year  pursuant  to  subsection  (a)  shall  be  credited  to 

18  the  appropriation  account  for  salaries  and  expenses 

19  of  the  Secretary  and  shall  be  available  in  accordance 

20  with  appropriation  Acts  until  expended  without  fiscal 

21  year  limitation. 

22  (2)   Collections. — The   fees   imposed  under 

23  subsection  (a) — 

24  (A)  shall  be  coDected  in  each  fiscal  year  in 

25  an  amoiuit  equal  to  the  amount  specified  in  ap- 

26  propriation  Acts  for  such  fiscal  year,  and 
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1  (B)  shall  only  be  collected  and  available  to 

2  defray  the  costs  of  implementing  sections  545 

3  and  546. 

4  (d)  Effective  Date. — ^The  fee  authorized  by  sub- 

5  section  (a)(1)  shall  take  effect  one  year  after  the  date  of 

6  the  enactment  of  the  Human  Tissue  for  Transplantation 

7  Act  of  1993  and  the  authorized  by  subsection  (a)(2)  shall 

8  take  effect  four  years  after  the  date  of  the  enactment. 
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B^tio  Tissue  Bank 


.oaa. 


Li     DgQ^rv^kqlj     ^jCpy 


CBMTLBHBMt 

Ne  Mish  to  in/orn  Yout  that  In  Sapteabort  1993  in  co-operation 
with  thv  Kriolaboratory  of  8t<PBtsrsbap9  Institute  of  Tr«u»ato1o9y 
and  Orthopedyt  cme  of  tK*  biggast  in  Russi«ithft  BALTIC  TI&3UB  BANK 
Mas  established* 

Urn  prepara  all   Vinds  of  human  biological    tissuas  which  aiad      in 

traunotologyt  orthopedyt     aaxillofacial      surgeryi   dental  «uP9eryf 

naarosurgery*  prostheticst   ophthalnology   and   in     othap     anaplastic 
surgsry* 


Whila       processing*        sterilizing     and     conserving 
tecnology   protected   by   authors'    rights    law    is   used* 


the     Dodern 


Our  final  products  are  characterized  by  Iom  antigenes  activity* 
stability  against  infection  and  full  bioplastical  properties*  Our 
transplants  can  ba  easily  saturated  by  aedlcinal  substancest  which 
increase  their  effect*  The  sizes  of  transplants  vary  with  the 
types  and  purpose  of  application* 

Our  Tissue  BanV  supplies  blologigal  transplants  of  allogenic 
origin  ready  for  use*  These  tissues  are  taken  froa  doners  in  the 
age  of  16  -  SS  during  the  first  hours  after  their  death*  Donors 
exanination  includes  case  history*  autopsy  results*  serologic  and 
biochemistry        tests       for  syphilis*  HIV         and         hepatites 

exclusion •Tissues  are  taken  both  *«ith  and  without  aseptic 
precautions 'In  the  latter  case  transplants  ar9  sterrilized.  mainly 
Nith  ethylene  oxide*  The  conservatifm  methods  include  teeperatures 
of  low  range  (  -130*  ••-20  C>.*  lyophi  1  ization>The  period  of  storage 
of  tissue  materials  is  three  nonths  in  -20  C  and  longer  in  lower 
teaperature* 

Our  Tissue  Bank  offers  skin*  fat*  tendon  (with  bona  fragments 
and  without  then) * cart  11 age i bone  (large  and  snail  fragaents* 
chips*  powder)  transplants, bone-carti I lage  plates  and  articular 
cups*  Bona-cartilagenous  and  bone  grafts  nay  be  supplied  in  their 
native*  and  denineralized  fora*  Anong  its  production  there  is 
apongious  bone  with  washed  out  bona  narroM* 


Tho  list  of  offered  production  ( f ragtawal ) : 


Size  in  ui 


Price  in  US  dollars 
FOB  airport  St •Peter- 
sburg for  oaa  trans- 
plant 


Bone  transplants! 
Bona  strips 


10  X   20 

109,- 

IS  X   20 

163,- 

10  y  SO 

lA-t.- 
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IS  s  30  2i7i- 

10  K  40  217t- 

IS  X  40  272«- 

IS  S  60  272f- 

Coptical  d«nt«l  blocks        10  x  20  207.- 
<frc«  B«ndlbu1«r  bona) 

Up«e  bone  tpanapl^ntsS 

Hollow  ho«l  bon«  ttV' 

Bon«  of  upp«r  mrm  z\%*' 

Bon*  of  upper  «r«  dl»phl»l«  710,- 

Head  of  bon«  vppmr  trm  -??«'* 

Thigh  banm  ^  MIo'" 

•  Thl«h  bon»  di*phl«l«  ^.   ^.  .  7,2'* 

6«t««d  pi»c»  of  th«  thitth  ban*  dUphlsls  i70i- 

Thloh  bon*  head  f?i*' 

Shin  bon*  diaphi»l*  4«»- 

S«M»d  ptBc*  of  th*  •hin  bon*  di«phi»i»  1*3»- 

C*lf  bon*  ^50,- 

C«lf  bon*  di«phl«i«  522*' 

Mandibular  bon*  o2B,- 

Vartebr*  ||2»" 

Br*grB«  bon*  *Z?» 

fornix  1/4  part  3^» 

Acetabular  bon*  ,Iao  " 

Shoulder  Joint  oU^'' 

ElboH  joint  ,2S*I 

Padiocarpal  Joint  »UJ»- 

Hip  joint  ^lll'" 

Kne«  Joint  2299,- 

AnVte  Joint  2070.- 

2.  Cortillago  allotransplant*: 

Pib  cartila9*  f^o-  0  x  50  272,- 

to  10  X  70  350,- 

and  tracheal  cartilag**  *«"• 

3.  Tendons  ofS             ^.    .^  ««* 
-  extensors  and  flexors  dioitorwi  i*3» 


I99i 


-  flexor  and  extwnsor  halucls  with  a  bone 
fracraent  on  its  end 
and  without  it  <  in  a  slngl*  block  and 
separately)  °*»' 

-  superficial  extensors  of  the  2-5  toes  143,' 

-  peroneus  longus  with  a  bone  fragnent 

on  its  end  287, « 

and  without  it  »^»" 

-  tibialis  anterior  *''•■ 

-  tibialis  posterior  l'^'" 

-  Achil**  tendon  with  a  bone  frasncttt  316.' 
«nd  without  it  259, 
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143,- 

10  X 

:o 

9,99 

10  X 

10 

5,7S 

10  X 

10 

S,7S 

10  X 

10 

5,75 

10  X 

10 

10,- 

10  X 

10 

10,- 

10  X 

10 

7,- 

300  cc 

430,- 

-  p«t*1 1 «  tvndOB 
4*   Dur«  SAtap 
S.    Fvaopal    f*«elA  lata 

Lowar  1e9  fascia 

Aponeurusii  of   tt>ob1iqus 
abdoalnla  fextcrnu* 

Tcndlnouk  part   of  diaphragm 

6«   Parieardiua 

7.  6k1n 

8.  Fat  tissue 
9*  Cornea  and  sclera* 
10>  Bntlrs  tubular,  ftat  and  sesattoid  bon»s* 

II*  Lon9  tabular  bona  shafts  in  a  clr.gls 

piece  or  longitudinally  and  transvsrsaly 

cut,  or  in  the  fora  of  pays* 
12*  Articular  ends  ioethaepiphyeeal  parts)  of 

tubular  bones* 

13*  FraviMntlBad  coar*ct  bona  in  the  fora  of 
chips,  shavings,  cruabs,  powder* 

14*  Spongious  bone  fragments  (out  of  iliua 
Ning,  femoral  and  huaeral  heads,  fenoral 
and  tibial  epiphysas)  deprived  of  bone 
■arroM* 

13*   Other  tissues   in  agreement  Mith  the  interested  side  of  sore 
than  60  itess  allogenic  products* 


The  pricas  depend 
on  types  and  sizes 
of  transplants* 


Tissues  nay  supplied  in  a  coaplete  set  froa  one  donor-  This  set 
includes  tMO  femoral  epiphyses,  two  tibial  epiphyses,  two  fesoral 
heads,  two  ilium  wings*  The  content  of  the  set  nay  be  changed* 

Each  set  is  provided  Mith  an  accompanino  letter  indicating  the 
donoriS  serial  number,  the  tissue  procurement  datstthe 
preservation  conditions,  and  the  results  of  tests  for  syphilis, 
HIV,and  hepatites*  According  to  the  customer's  demand  one  may  also 
supply  flasks  Mith  frosen  blood  serua  and  erythrocytes* 

PacVtno!  hermetically  sealed  polyethylene  bags* 

Transportation  is  conducted  in  the  customer's  tare  with  dry  ice. 

In  this  particular  case  all  prices  in  the  Price  list  are  based 
on   up   to  100  ncmdemineral  ized  transplants  FOB  airport  of' 
St  (Petersburg,  And  of  course,  they  depend  on  volume  and  terms  of 


no 


•«)•  contract  and  B«y  b* .n»«otiat«d<  Tha  prices  for  dealneralizvd 
tr»n»pUntB  *r«  25  P«r  ••nt  plus. 

Th*  voluB*  of  production  is  up  to  SOOO  esall  bon*  tr«nBp)ant«i 
1000  1«ro»  bon*  transplants  and  up  to  8000  any  oth«r   tissus 
transplants  annually* 

8is»s  and  Your  rsquirei&ents  in  respect  of  preparatloni 
conssrvation  and  control  of  tissue  aatertals  may  be  discussed 
Uurlno  neflotiations. 

He  should  ftcntion  that  barter  1b  also  acceptable.  And  we  quite 
interested  In  finding  a  partner  to  establish  joint  venture  company. 

.ThanV  You  in  anticipation  for  your  Vind  co-operation. 
Sincerely  Yours* 


ir 


President  6TB 

Dr«  Pavel   B.   Blunenberg 
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Mr.  Chairman:  Thank  you  for  the  opportunity  to  appear  before  your 
Subcommittee  today.  I  am  Dr.  Bernard  A.  Rineberg,  President  of  the  American 
Academy  of  Orthopaedic  Surgeons.  I  am  a  practicing  orthopaedist  from  New 
Brunswick,  New  Jersey,  and  I  am  accompanied  by  my  distinguished  colleague.  Dr. 
Henry  J.  Mankin,  the  Edith  M.  Ashley  Professor  of  Orthopaedic  Surgery  at  Harvard 
Medical  School,  and  the  Orthopaedist-in-Chief  at  Massachusetts  General  Hospital. 

With  a  membership  of  over  16,000  in  the  United  States,  the  American  Academy 
of  Orthopaedic  Surgeons  is  the  largest  medical  organization  for  musculoskeletal 
specialists.  All  of  our  members  have  completed  medical  school  and  at  least  five  years 
of  specialty  study  in  orthopaedics  in  an  accredited  residency  program,  passed  a 
comprehensive  oral  and  written  exam,-  and  have  been  certified  by  the  American  Board 
of  Orthopaedic  Surgery. 

The  American  Academy  of  Orthopaedic  Surgeons  supports  your  legislation  to 
provide  uniform  standards  for  tissue  banking  practices  and  processing  in  order  to 
ensure  the  safety  of  our  patients  from  the  transmission  of  disease.  We  believe  that 
these  standards  must  be  devised  in  close  consultation  with  the  medical  professionals 
and  organizations  within  the  tissue  transplantation  network,  and  we  are  pleased  to 
provide  testimony  to  your  Subcommittee  on  this  subject. 
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When  compared  to  any  other  medical  specialty,  orthopaedic  surgeons  performed 
the  majority  of  human  tissue  and  bone  transplantations.  Musculoskeletal  allografts, 
which  include  bone,  cartilage,  tendon  and  ligament,  have  been  successfully  and  safely 
used  clinically  to  address  the  reconstructive  needs  of  hundreds  of  thousands  of  patients 
every  year.  An  allograft  can  be  defined  as  the  transfer  of  body  tissue  from  one 
individual  to  another,  and  the  donor  can  be  living  or  deceased.  While  the  incidence  of 
transferring  serious  disease  is  very  low,  we  advocate  the  need  for  careful  donor 
screening  and  the  regulation  of  tissue  processing  in  order  to  eliminate  the  risk  to  our 
patients. 

Moreover,  the  Academy  supports  a  comprehensive  and  consistent  method  to  the 
regulation  of  tissue  and  tissue  banking,  rather  than  a  tissue-by-tissue  approach.  In  the 
past,  we  have  witnessed  regulatory  inconsistencies  which  have  sometimes  labeled 
tissue  and  bone  as  a  medical  device,  sometimes  as  a  drug,  and  sometimes  as  a 
biological  product.  We  believe  that  human  tissue  should  be  treated  as  a  biological 
product,  and  we  hope  that  your  legislation  may  lay  the  proper  foundation  for  a  unique 
Federal  regulatory  scheme  for  biological  implants  in  the  future. 

Mr  Chairman,  your  legislation  is  limited  in  scope  to  ensuring  the  safety  of  tissue 
with  regard  to  the  transmission  of  disease,  and  was  not  broadened  to  cover  the  efficacy 
of  tissue  transplantation  itself.    For  more  than  three  decades  orthopaedic  surgeons 
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have  a  demonstrated  record  of  clinical  successes  with  tissue  transplantations.  Because 
of  this  history  and  the  biology  of  human  tissue  and  bone,  we  strongly  believe  that  it  is 
unnecessary  to  treat  tissue  and  bone  as  a  medical  device,  especially  a  Class  III  device, 
requiring  premarket  approval  and  the  gathering  of  clinical  data.  Such  an  approach 
ignores  our  clinical  successes,  as  well  as  places  an  undo  burden  on  both  donors  and 
recipients  of  human  tissue.  Our  primary  focus  should  be  on  the  safety  of  the  tissue 
with  regard  to  the  transmission  of  disease,  not  on  the  efficacy  of  the  procedures  which 
have  long  been  demonstrated  to  be  safe  and  effective. 

We  believe  that  your  legislation  takes  the  necessary  steps  to  ensure  the  safe 
screening  of  human  tissue  without"  impeding  with  undue  regulation  the  scientific 
developments  in  the  field  of  biological  implants,  and  without  compromising  the 
availability  of  human  tissue.  As  biomedical  technology  advances  during  the  next 
several  years,  more  transplantations  will  be  a  combination  of  human  tissue  and  a 
synthetic  product,  such  as  growth  factors.  There  will  be  a  need  for  regulatory  flexibility 
and  consistency  to  adjust  to  changes  in  biological  implants,  as  well  as  in  banking 
practices,  such  as  those  involving  a  new  tissue  or  a  new  processing  technology. 

In  recognition  of  these  scientific  and  medical  advancements,  in  December,  the 
Academy  will  be  sponsoring  a  conference  between  the  Food  and  Drug  Administration 
and  the  orthopaedic  community  so  that  we  may  share  information  and  ideas  on  the  use 
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and  regulation  of  biological  implants.  We  believe  that  the  dialogue  developed  at  this 
conference  will  be  particularly  important  in  obtaining  a  better  understanding  of  the 
classification  and  regulation  of  biological  implants,  as  the  line  between  biologies  and 
medical  devices  becomes  further  blurred  through  the  advancement  of  medical 
technology. 

As  orthopaedic  surgeons,  our  primary  goal  is  to  foster  patient  safety  and  ensure 
the  best  quality  care  for  our  patients  who  receive  tissue  and  bone  transplants.  The 
American  Academy  of  Orthopaedic  Surgeons  stands  ready  to  continue  to  work  with 
your  Subcommittee  to  enact  the  most  effective  legislation  to  achieve  this  objective. 

I  will  now  turn  to  Dr.  Mankin  to  provide  the  Subcommittee  with  more  specific 
information  about  the  orthopaedic  use  and  procedures  with  regard  to  the  safe  use  of 
human  tissue.  Dr.  Mankin  is  a  world  renown  orthopaedic  surgeon  in  the  area  of  tissue 
and  bone  allografts.  As  the  Edith  M.  Ashley  Professor  of  Orthopaedics  at  Harvard 
Medical  School  and  the  Chief  of  Orthopaedics  at  Massachusetts  General  Hospital,  he 
has  engaged  in  ground-breaking  limb  sparing  surgery  in  the  treatment  of  malignant 
bone  tumors.  Almost  twenty  years  ago,  he  founded  one  of  the  first  bone  banks  in  the 
United  States,  and  for  his  pioneering  work  in  the  field  of  tissue  banks,  he  was  awarded 
the  Distinguished  Service  Award  by  the  American  Association  of  Tissue  Banks.  He  has 
published  hundreds  of  articles  in  scientific  and  medical  joumals,  and  the  Subcommittee 
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is  extremely  fortunate  that  Dr.  Mankin  is  able  to  appear  today  to  share  with  us  his 
breadth  of  knowledge  and  experience  with  tissue  and  bone  transplantation.    It  is  my 
distinct  honor  to  present  to  you  Dr.  Henry  J.  Mankin. 
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Mr.  Chairman  and  Members  of  the  Committee, 

My  name  is  Henry  J.  Mankin  and  I  currently  hold  the  position  of  Edith  M.  Ashley 
Professor  of  Orthopaedics  at  Harvard  Medical  School  and  Chief  of  the  Orthopaedic 
Service  at  the  Massachusetts  General  Hospital.  I  first  wish  to  thank  the  Committee  for 
the  privilege  of  appearing  before  this  group.  I  feel  honored  to  be  so  chosen  and  thank 
you  for  the  opportunity.  I  wish  to  offer  my  enthusiastic  support  for  the  work  of  the 
Committee  in  recognizing  the  clear  need  for  standards  for  bone  and  tissue  banking, 
particularly  in  respect  to  avoiding  transmission  of  disease  with  allograft  parts.  The 
witness  has  a  long  experience  in  Bone  Banking,  having  established  one  of  the  first 
banks  in  the  United  States  now  in  continuous  operation  since  1973.  My  associates, 
especially  William  Tomford,  M.D.,  and  I  have  defined  in  the  MGH  Bone  Bank  the 
parameters  of  safety  for  bone  specimens  in  the  days  prior  to  HIV  and  subsequently  in 
the  "age  of  the  virus"  and  have  studied  not  only  issues  related  to  transmissibility  of 
disease  but  effect  of  methods  of  sterilization  on  the  grafts. 

From  1971  to  the  present,  our  Orthopaedic  Oncology  Team  has  implanted 
almost  800  fresh  frozen  bone  and  cartilage  grafts  in  limb  sparing  operations  for  patients 
for  the  most  part  with  malignant  bone  tumors.. .in  many  cases  where  amputation  or  a 
metallic  device  of  uncertain  outcome  were  the  only  alternatives.  Our  success  rate  for 
this  series  approximates  80%  and  although  some  of  the  patients  have  had  to  have  the 
graft  site  revised  or  received  further  treatment  for  their  tumors,  over  78%  of  193 
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patients  who  had  their  grafts  in  place  for  10  or  more  years  still  rate  them  as  good  or 
excellent.  All  795  members  of  this  cohort  have  been  followed  closely  for  complications 
which  may  have  arisen  in  relation  to  tissue  banking  and  the  records  for  this  group  are 
full  and  complete.  In  addition  the  MGH  Bone  Bank  has  delivered  over  10  times  that 
number  of  grafts  to  other  surgeons  and  hospitals  and  have  maintained  records  on  the 
grafts  and  where  possible  the  fate  of  these  patients. 

I  wish  to  address  four  issues  in  relation  to  bone  banking: 

A.  Standards  for  screening  of  allografts  for  diseases  transmissib.le  from 
donor  to  host  It  should  be  quite  evident  from  review  of  the  literature  that 
transmission  of  infectious  process  from  donor  to  host  is  possible  and  in  some 
cases  such  as  for  Jakob-Creutzfeldt  or  HIV  can  be  fatal  to  the  recipient. 
Bacterial  disease  transmission  is  most  common  at  least  in  bone  banking,  while 
other  viruses  with  less  potential  for  severe  complications  (such  as  Hepatitis  B  or 
C,  cytomegalovirus,  Ebstein  Barr  virus)  are  far  less  common  but  are  known  to 
occur.  Although  we  have  routinely  screened  for  syphilis,  treponemal 
transmission  is  unknown  at  least  to  this  reviewer.  HIV  1  and  HIV  2  are  the  most 
threatening  of  the  current  dangers,  chiefly  because  of  the  prevalence  in  the 
young  potential  donor  population  and  the  devastating  effects  of  infection. 
Fortunately,  the  virus  seems  to  be  far  more  fastidious  than  others  and  thus  far 
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in  the  entire  experience  of  bone  banking  embracing  many  hundreds  of 
thousands  of  cases  since  the  early  80's  only  two  such  events  have  occurred. 
In  one  of  these,  the  donor  blood  was  not  screened  despite  apparent  virus  illness 
prior  to  donation;  and  in  the  other  the  donor  fell  into  the  six  month  or  so  window 
period  for  the  antibody  test,  the  only  test  available  at  the  time.  Furthermore, 
some  of  the  tissues  in  this  latter  case  in  which  the  bones  were  radiated  did  not 
transmit  the  disease  despite  the  prior  experimental  studies  which  suggested  that 
radiation  sterilization  was  not  very  effective  in  eliminating  the  virus.  Speaking 
for  our  bank... the  MGH  Bone  Bank,  we  have  to  date  had  no  episode  of  viral 
transmission  even  suspected  as  resulting  from  the  graft  implantation  with  the 
exception  of  one  putative  CMV  and  one  hepatitis  (both  occurring  in  patients  who 
also  received  blood  transfusions).  One  of  our  patients  was  recently  found  to  be 
HIV  positive  after  surgery  in  the  80's  but  this  finding  was  easily  traced  to  a  blood 
donor  who  not  only  infected  our  recipient  but  two  other  recipients  as  well.  We 
have,  however,  had  several  incidents  in  our  early  period  in  which  we  were  at 
least  reasonably  convinced  that  a  bacterial  infection  was  transmitted  with  the 
graft. 

Based  on  the  above  data  and  experience,  it  is  our  opinion  that  standards  such 
as  advocated  by  the  American  Association  of  Tissue  Banks  and  the  American  Academy 
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of  Orthopaedic  Surgeons  should  be  adopted  by  all  bone  banks.    The  following 
evaluations  should  be  performed  on  each  donor  at  the  time  of  donation: 

1 .  Careful  review  of  historical  data,  physical  examinations,  laboratory  and 
imaging  studies  performed  prior  to  procurement.  Special  attention  should 
be  paid  to  history  or  findings  suggestive  of  neoplasia,  infectious 
processes,  viral  infections,  chronic  debilitating  diseases,  toxic  substance 
ingestion  or  occult  illness. 

2.  Bacterial  cultures  should  be  obtained  from  the  graft  tissues  (from  each 
site  for  multiple  donations)  and  analysed  for  all  forms  of  infectious  agents. 
Blood  cultures  should  also  be  obtained  and  analysed  similarly. 

3.  Donor  blood  should  be  obtained  and  studied  for  antibody  to  HIV-1  and 
HIV-2.  Current  assessment  of  the  value  of  HIV  antigen  tests  and  PCR 
studies  suggest  that  the  fomier  has  a  high  percentage  of  false  positives 
but  may  be  useful;  the  latter  on  the  other  hand  is  accurate  and  appears 
to  limit  the  danger  of  the  window  period.  Both  of  these  should  be  added 
to  the  armamentarium  as  soon  as  their  contribution  can  be  standardized 
and  their  exact  value  to  the  process  determined. 
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4.  Donor  blood  should  be  subjected  to  testing  for  Hepatitis  B  and  C.  The 
studies  should  include  Hepatitis  B  surface  antigen  (HBsAg),  Hepatitis  B 
core  antigen  (HBcAg)  and  antibody  to  Hepatitis  C  (second  generation) 
(HCV  2.0).  When  PCR  technology  has  been  sufficiently  standardized 
these  tests  specific  to  the  viruses  should  be  added. 

5.  Donor  blood  should  for  completeness  sake  be  tested  for  syphilis  by  the 
fluorescent  treponemal  antibody  absorption  technique  (FTA-ABS  test) 
although  the  likelihood  of  this  having  any  significance  in  terms  of  disease 
transmission  is  small. 

6.  Blood  should  be  banked  on  every  donor  and  made  available  for 
subsequent  testing  as  necessary.  Wherever  possible  a  lymph  node 
should  be  obtained  and  part  studied  histologically  and  the  remainder 
banked  for  subsequent  evaluation  as  necessary. 

7.  For  living  donors,  the  person  providing  the  graft  material  should  be 
subsequently  tested  for  virus  infection  at  6  months  and  the  donated  part 
should  be  quarantined  in  the  interim. 

8.  For  non-living  donors,  a  complete  autopsy  is  recommended  and  the 
results  should  be  sent  to  the  Bank  for  analysis  and  filing. 
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B.  Tissue  processing  methodology  to  reduce  risk  of  transmission  of  donor 
disease  to  the  host  Currently,  most  tissues  obtained  at  procurement  are 
maintained  in  a  bank  until  needed.  In  order  to  eliminate  the  possibility  of 
infection  during  the  procurement  or  the  storage  portions  of  the  process,  the 
tissue  must  be  obtained  under  conditions  of  strict  sterility  or  subsequently 
sterilized;  and  maintained  in  a  bacteriostatic  state.  Most  bone  banks  utilize 
freeze-drying  or  ethylene  oxide  treatment  for  small  particulate  grafts  and  freezing 
at  -80°C.  for  large  intercalary  or  osteoarticular  segments.  Ideally,  some  form  of 
sterilization  of  the  tissues  would  eliminate  not  only  this  problem,  but  the  threat 
of  transmission  of  disease  to  the  host  and  certainly  that  is  a  goal  to  Sttrive  for. 
There  are,  however,  two  problems  with  this  approach.  First  is  that  although 
most  methods  of  graft  sterilization  reduce  the  threat  of  disease  transmission  they 
probably  do  not  eliminate  it  completely.  The.  second  is  the  problem  of  graft 
quality  which  may  be  significantly  impaired  by  the  sterilization  process.  Certain 
sterilants  such  as  ethylene  oxide  may  if  not  completely  eliminated  from  the  graft 
material  be  locally  or  systemically  toxic  to  the  host;  and  others  such  as  radiation 
if  given  in  sufficient  quantity  and  intensity  so  as  to  kill  virus  particles  and  bacteria 
may  greatly  weaken  the  bone  or  damage  the  cartilaginous  part  of  the  graft. 
Similariy,  freeze-drying  the  graft  rather  than  freezing  it  reduces  the  likelihood  of 
transmission  of  disease  (and  in  fact  the  host  immune  reaction)  but  eliminates  the 
possible  use  of  the  graft  as  an  osteoconductive  component  (i.e.  contributory  of 
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structural  strength  to  the  bone).    It  also  cannot  be  used  for  preservation  of  the 
cartilaginous  portion  of  the  graft. 

At  present,  freeze-drying  of  grafts  is  an  acceptable  and  safe  approach  to  small 
particulate  bone  grafts  to  fill  cavities  and  where  reconstruction  of  defects  is  not  a 
problem.  For  additional  safety,  these  segments  can  be  radiated.  When  massive 
segmental  bone  parts  are  necessary  to  replace  a  segment  of  diseased  skeleton 
radiation  to  about  2  megarads  is  acceptable  but  does  not  allow  for  optimal  use  of  the 
cartilaginous  end  of  the  bone  in  joint  reconstruction  and  may  produce  significant 
weakening  of  the  structure. 

The  recommendation  in  response  to  this  issue  is: 

1 .  All  grafts  should  be  subjected  to  some  form  of  treatment  in  the  storage 
mode.  Freezing  and  drying  or  freezing  and  drying  with  radiation  to  2 
megarads  is  appropriate  for  small  segments  to  be  used  in  reconstructions 
where  structural  stability  or  joint  reconstruction  is  a  goal. 

2.  For  large  segments,  freezing  at  -80°  is  acceptable  but  can  be  augmented 
with  up  to  2  megarads  of  radiation  when  the  need  for  viable  cartilage  is 
not  anticipated. 
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C.  Communication  amongst  bankers  and  users.  It  seems  logical  and  entirely 
reasonable  for  the  bank  to  provide  as  much  information  as  possible  to  the 
surgeon  who  uses  the  graft  (including  data  from  the  history,  physical,  laboratory 
tests,  cultural  data  and  imaging  studies  of  the  parts).  The  surgeon  can  then 
decide  if  the  material  provided  will  meet  the  needs  of  his  or  her  patient  and 
further  explain  the  risks  to  the  patient  and  family  based  on  analysis  of  the 
information. 

Similarly,  however,  the  surgeon  must  keep  the  bank  and  bankers  informed  of  the 
results  of  the  operative  procedure  including,  but  not  limited  to  any  complications 
that  arise  and  particularly  data  which  suggest  that  the  graft  was  not  of  the  quality 
or  nature  expected. 

D.  Banking  activities  in  the  United  States.  Although  the  normal  pattern  of  events 
in  our  history  suggest  that  free  enterprise  is  an  appropriate  feature  of  the 
"American  Way,"  it  seems  that  banking  of  skeletal  parts  should  be  done  in 
centers  where  there  are  individuals  who  are  interested,  knowledgeable  and 
experienced  in  dealing  with  all  the  features  of  procurement,  storage,  record 
keeping  and  dispensing  of  bone  grafts  of  all  sorts  and  types.  Because  of  the 
need  to  "match"  currently  for  size  but  hopefully  depending  on  the  current  ongoing 
studies  for  immunological  features,  no  one  bank  may  be  large  enough  in  terms 
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of  inventory  to  provide  all  the  material  necessary  for  skeletal  reconstruction. 
Designating  banks  as  "qualified"  by  meeting  rigorous  standards  and  arranging 
for  computer  networking  are  surely  two  important  potential  approaches  to 
satisfying  the  rapidly  growing  need  for  large  numbers  of  appropriately  sized, 
typed  grafts  which  are  safe  in  terms  of  disease  transmission  and  will  perform  the 
assigned  tasks  optimally. 

It  has  been  a  pleasure  and  privilege  to  testify  before  this  group  and  I  wish  to 
thank  the  honorable  members  of  the  Committee  for  their  attention  and  interest.  I  will 
be  happy  to  answer  any  questions  and,  of  course,  willingly  offer  my  full  cooperation  to 
the  Comrriittee  in  assisting  in  their  important  task. 
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Mr.  Chairman  and  Members  of  the  Subcommittee,  my  name  is  Bruce 
Stroever  and  I  am  the  President  of  the  Musculoskeletal  Transplant  Foundation. 
The  Foxmdation  is  a  consortium  of  academic  medical  institutions,  organ 
procurement  organizations  (OPOs),  and  other  tissue  recovery  agencies  involved  in 
the  recovery  and  distribution  of  musculoskeletal  tissues  and  in  the  support  of 
research  in  this  field.  The  Foundation  works  with  24  different  recovery  agencies 
from  New  York  to  Hawaii  including  22  OPOs.  We  are  an  OPO-oriented  tissue  bank 
with  95%  of  our  donors  resulting  from  referrals  from  OPOs  and  approximately  70% 
of  our  donors  actually  recovered  by  OPO  personnel.  We  take  full  responsibility  for 
aU  aspects  of  recovery,  processing  and  distribution,  and  provide  sill  the  training, 
equipment,  supphes  and  personnel  that  are  necessary.  Each  program  that  works 
with  the  Foundation  must  follow  our  recovery  standards;  we  enforce  this 
requirement  through  the  use  of  formal  contracts,  quahty  assurance  measures  and 
audit  procedures.  While  we  plan  the  processing  of  each  donor,  all  of  the 
musculoskeletal  tissue  distributed  by  the  Foundation  is  processed  by  Osteotech,  a 
large,  for-profit  processor  in  New  Jersey.  Osteotech  also  processes  tissues  for  the 
American  Red  Cross  and  Eurotransplant. 

In  addition  to  our  broad  range  of  recovery  activities,  we  also  distribute 
tissue  to  over  1,400  hospitals  and  2,000  dentists  and  periodontists  nationwide. 
Based  on  the  typical  estimate  of  350,000  tissue  transplants  per  year,  the 
Foundation  provides  over  25%  of  the  musculoskeletal  tissues  used  in  the  United 
States.  I  beUeve  that  our  structure  as  an  independent,  membership  organization, 
our  national  scope,  and  the  fact  that  we  have  a  foot  in  both  the  tissue  and  OPO 
worlds  provides  the  Foundation  with  a  unique  and  well-balanced  view  of  the  tissue 
banking  field. 
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More  than  two  years  ago,  Bill  Anderson  of  LifeNet  and  I  discussed  our 
growing  concern  over  some  questionable  practices  in  the  tissue  field.  We  invited 
approximately  ten  other  tissue  bankers  to  meet  with  us  in  Washington  to  discuss 
this  subject  and  invited  several  attorneys  to  attend  and  explain  what  action  we 
might  take. 

I  do  not  want  to  be  a  sensationalist,  and  I  do  not  want  to  alarm  the  public 
or  the  tissue  using  community.  Remember  that  with  hundreds  of  thousands  of 
transplants  annually,  and  more  than  one  million  in  the  last  three  years,  the 
number  of  disease  transmission  incidents  can  be  counted  on  one  hand.  There  are 
occasions,  though,  when  tissue  banks  take  inappropriate  risks,  or  use  poor 
judgment,  or  skirt  the  ethical  confines  of  this  field.  Some  of  the  issues  we  were 
concerned  with  include: 

a.  Importation  of  processed  tissue  that  failed  structiirally  in  patients 
following  transplantation.  One  such  case  was  reported  at  a  meeting  of 
neurosiirgeons  in  April  of  this  year. 

b.  Sterilization  of  tissues  with  non-vaUdated  processes  -  no  guarantee  of 
sterility,  yet  labeled  sterile. 

c.  Recovery  of  tissues  far  outside  the  time  guidelines  suggested,  although 
not  able  to  be  enforced,  by  the  AATB.  While  24  hours  is  the  generally 
accepted  time  limit  in  this  field,  some  banks  were  recovering  donors  at 
up  to  36  hours. 

d.  The  distribution  of  tissues  by  for  profit  companies. 

e.  The  recovery  by  an  agency  of  tissues  firom  a  donor  that  was  previously 
rejected  by  another  agency.  If  agency  one  thought  the  donor  was 
inappropriate,  why  didn't  agency  two? 

f.  The  disconnection  between  the  agency  which  recovered  the  tissue  firom 
a  donor,  the  agency  that  processed  these  tissues,  and  the  agency  that 
distributed  them.  This  raised  concerns  related  to  the  tracking  of 
tissues,  the  ethics  of  bujdng  and  selling  tissues,  and  who  actually  has 
responsibility  for  the  quahty  of  this  tissue. 
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During  oiir  meeting,  we  learned  that  while  in  some  of  these  cases  the 
Nationtd  Organ  Transplant  Act  of  1984  may  have  been  violated,  it  was  unlikely 
that  any  legal  action  would  be  initiated  by  the  Justice  Department.  In  some  of  the 
other  examples  listed,  no  laws  were  broken  because  there  ar§  no  Federal  laws 
governing  tissue  banking;  it  is  largely  a  self-regulating  industry. 

I  have  read  Senator  Simon's  1992  bill;  I  have  heard  Dr.  Strobes  and  other 
FDA  staff  outline  the  Agency's  viewpoint;  and  I  have  read  a  draft  of  the  biU 
proposed  by  Congressman  Wyden.  I  beUeve  that,  for  the  most  part,  all  of  these 
proposals  are  heading  in  the  right  direction,  but  I  would  like  to  caution  both  the 
executive  and  legislative  branches  to  proceed  very  carefully.  This  is  a  very  fragile 
field  and  well-intentioned  but  inappropriate  regulation  or  legislation  could  do  it 
serious  harm. 

One  such  area  of  concern  is  the  independent  regulation  of  agencies  which 
only  recover  tissue  as  a  contract  service  to  tissue  banks.  Donation  occurs 
infrequently  and  in  some  parts  of  the  country  it  is  financially  impractical  to  have  a 
full  time  recovery  team  on  call  24  hours  a  day  to  recover  donors  that  only  occur  once 
a  month.  This  is  particularly  true  in  rurtd  areas  or  in  states  where  the  population 
centers  are  widely  dispersed.  As  a  consequence,  many  tissue  banks  or  recovery 
agencies  employ  part  time  or  per  diem  staff  for  recoveries  who  are  typically 
surgeons,  surgical  residents,  nurses  or  operating  room  technicians.  The  training 
and  oversight  of  these  individuals  is  or  should  be  the  responsibility  of  the  bank 
which  distributes  this  tissue.  To  regulate  these  individuals  as  independent  tissue 
banks  might  drive  many  of  them  out  of  the  field  forcing  tissue  banks  to  abandon 
parts  of  the  country  for  tissue  recovery. 
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The  goal  of  this  legislation  should  be  to  prevent  iinsafe  tissue  from  being 
transplanted.  This  cein  be  most  effectively  achieved  by  regulating  directly  the 
processors  and  distributors  of  tissue  and  requiring  that  they  have  the  appropriate 
safeguards  over  their  "suppUers"  as  is  necessary.  Regulating  recovery  agencies 
independently  will  not  add  to  the  safety  of  the  tissue  transplanted  and  may,  in  fact, 
reduce  the  availability  of  those  very  tissues.  Someone  has  to  have  overall 
responsibihty  for  the  tissue  which  is  distributed. 

I  offer  this  only  as  one  example  of  the  negative  effects  which  might  radiate 
from  legislation  which  does  not  take  into  account  the  unique  nature  of  the  tissue 
industry.  I  urge  the  Committee  and  its  staff  to  continue  to  spesik  with  individuals 
with  broad  and  different  backgroiinds  in  the  organ  and  tissue  fields  to  test  what 
impact  this  legislation  will  have  on  every  aspect  of  tissue  banking.  Tissue  banking 
is  not  at  all  what  it  was  ten  years  ago  or  even  five  years  ago.  While  small  regional 
banks  that  perform  their  own  recovery,  processing,  and  distribution  used  to  be  the 
norm,  they  are  contributing  a  smaller  and  smaller  percentage  of  tissue  to  the 
siu-gical  community  each  year. 

This  field  is  changing  dramatically  and  while  I  know  that  this  is  not 
welcome  news  to  many  in  tissue  banking,  it  is  a  fact.  This  legislation  can  do  a  great 
deal  to  guide  that  change. 
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PREPARED  STATEMENT  OF  STEPHEN  P.  PATTEN 

Mr.  Chairman,  Members  of  the  Committee,  ladies  and  gentlemen,  I  am 
Stephen  Patten,  Director  of  the  Oregon  Tissue  Bank  located  in  Portland,  Oregon. 
I  have  been  directly  involved  in  tissue  banking  since  1981.  The  Oregon  Tissue 
Bank  is  one  of  only  six  non-profit  organizations  currently  performing  under  the 
IDE  for  human  heart  valves.  I  personally  have  been  associated  with  numerous 
committees  within  the  American  Association  of  Tissue  Banks,  including  the 
standards  committee,  chairman  of  personnel  training  and  certification,  and  most 
recently  as  chairman  of  the  Accreditation  Committee  from  1988  - 1993.  I  am 
currently  serving  as  a  chairman  on  the  skin  council  for  the  AATB. 

I  will  be  speaking  to  you  today  about  the  "Human  Tissue  for  Transplant  Act 
for  1993".  I  welcome  the  opportunity  to  share  my  opinions  on  this  subject.  I 
believe  that  any  legislation  concerning  the  regulation  of  tissues  for  transplantation 
needs  to  be  clear  and  concise.  Definitions  must  be  broad  enough  to  be  inclusive 
of  all  tissues,  however  need  to  be  specific  enough  to  clearly  address  the  issues  at 
hand.  In  my  testimony  I  will  be  addressing  five  major  cornerstones  of  the 
proposed  legislation.  These  five  major  areas  should  not  be  considered  as 
exclusive  to  other  concerns  however  each  of  these  areas  must  be  addressed 
clearly  and  concisely. 

*  Registration/  licensing  of  all  tissue  banks. 

*  Development  of  uniform  Good  Tissue  Banking  Practices  for  all  tissues. 
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*  Appropriate  composition  of  the  Tissue  Advisory  Committee  which  is  to  set 
community  standards  for  tissues  banks. 

*  Preenactment  status  for  tissues  in  current  use. 

*  Cost  associated  with  implementation  and  ongoing  regulation. 

Reaistration/licensino  of  all  tissue  banks 

One  of  the  primary  areas  of  concern  within  the  tissue  banking  community 
is  the  lack  of  knowledge  regarding  the  number  of  tissue  banks  and  their  scope  of 
practice.  I  have  personally  heard  that  there  is  anywhere  between  100  and  800 
tissue  banks  in  the  United  States.  Some  tissue  banks  could  be  as  small  as  a 
hospital  operating  room  banking  a  single  surgical  femoral  head  per  year.  It  is  very 
disconcerting  to  the  tissue  banking  community  to  realize  that  organizations  who 
are  participating  in  the  practice  of  tissue  banking  have  no  knowledge  that  their 
behavior  is  even  considered  tissue  banking  or  that  there  are  community 
standards.  I  would  appeal  to  this  committee  to  initiate  the  registration  of  all 
organizations  as  soon  as  possible.  Only  after  a  firm  handle  on  the  number  of 
organizations  participating  in  the  tissue  banking  practices  is  established  can  the 
impact  and  potential  for  regulation  be  understood. 

Licensing  of  tissue  banks  is  the  second  step  in  protecting  the  public  safety 
in  regards  to  tissue  banking.  Only  after  the  location  and  numbers  of 
organizations  participating  in  tissue  banking  is  ascertained  can  appropriate 
dissemination  of  community  standards  take  place.  I  strongly  suggest  the 
licensing  of  all  tissue  banks. 
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Development  of  uniform  Good  Tissue  Banking  Practices  for  all  tissues 

As  stated  in  the  "discussion  draft"  Good  Tissue  Banking  Practices  may  be 
established  by  regulation.  I  feel  that  it  is  mandatory  that  good  tissue  banking 
practices  be  established  and  followed  by  all  tissue  banks.  The  Oregon  Tissue 
Bank  has  always  persued  the  highest  standard  of  Good  Tissue  Banking  Practices 
and  was  the  fourth  bank  to  be  accredited  by  the  American  Association  of  Tissue 
Banks.  Currently  the  Oregon  Tissue  Bank  is  following  federally  mandated  Good 
Manufacturing  Practices  for  class  III  medical  devices  due  to  the  regulation  of 
human  heart  valves.  Compliance  with  good  manufacturing  practices  has  been 
laborious  and  costly,  implementing  these  practices  have  improved  our  policies, 
procedures,  and  practice.  Words  such  as  validation,  qualification,  and  even 
quality  assurance  programs  are  relatively  new  to  many  tissue  banks  across  the 
country.  There  is  no  doubt  in  my  mind  that  implementation  of  Good  Tissue  Bank 
Practices  will  benefit  recipients  of  these  tissues. 

There  are  many  areas  of  concern  that  need  to  be  addressed  when  Good 
Tissue  Banking  Practices  are  developed.  First  and  foremost  of  these  concerns  is 
that  Good  Tissue  Banking  Practices  must  adequately  address  donor  suitability. 
Good  Manufacturing  Practices  for  class  III  medical  devices  grossly 
underemphasize  or  totally  neglect  the  importance  of  donor  screening.  Every 
donor  is  unique,  and  each  of  these  unique  donors  affects  the  process  from  donor 
to  recipient  differently.  We  can  not  control  the  manufacturing  of  a  human  body. 
We  can  however  control  the  donor  screening  process.  Time,  energy  and 
emphasis  must  be  placed  on  this  single  important  area  of  the  legislation  and 
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Good  Tissue  Banking  Practices.  Donor  screening  if  done  properly  is  the  most 
effective  means  of  protecting  the  safety  of  the  public  and  preventing  disease 
transmission  through  transplantation.  If  donor  screening  is  adequately  addressed 
in  Good  Tissue  Banking  Practices  we  will  be  able  to  decrease  the  risk  of  disease 
transmission.  This  portion  of  good  tissue  banking  practices,  while  the  most 
important  it  is  also  the  least  costly. 

The  second  area  of  concern  with  the  development  of  Good  Tissue  Banking 
Practices  is  that  they  must  be  uniform  for  all  tissues.  My  largest  concern  with 
regulation  has  been  that  heart  valves  will  be  regulated  as  a  class  III  medical 
devise,  bone  as  a  class  II  medical  device,  skin  as  a  biologic,  and  demineralized 
bone  as  a  drug.  It  becomes  ludicrous  for  a  tissue  bank  to  try  to  follow  different 
regulatory  practices  with  regards  to  a  single  donor.  Good  Tissue  Banking 
Practices  must  be  uniform  and  inclusive  for  all  tissues.  Very  concise  definition 
must  be  developed  to  ensure  that  tissues  do  not  become  regulated  by  multiple 
divisions  within  the  FDA. 

Good  Tissue  Banking  Practices  which  are  developed  appropriately, 
addressing  all  the  issues,  is  a  cornerstone  for  appropriate  legislation  and 
regulation  of  human  tissue  for  transplantation. 
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Appropriate  composition  of  the  Tissue  Advisory  Committee  which  is  to  set 
community  standards  for  tissue  banks 

The  proposed  functions  of  the  advisory  committee  suggest  that  they  would 
be  intimately  involved  with  the  development  of  standards  and  regulations 
concerning  tissue  banks.  It  is  therefore  imperative  that  the  composition  of  this 
advisory  committee  contain  elements  of  the  tissue  banking  community.  Most 
people  would  argue,  and  I  would  partly  agree,  that  the  reason  for  having  tissue 
bankers  on  this  advisory  committee  is  to  ensure  the  practicality  and  the  ability  to 
implement  standards  and  regulations.  I,  however,  feel  that  the  primary  reason  to 
include  tissue  bankers  is  that  they  are  the  ones  which  have  the  basis  of  expertise 
and  knowledge  to  adequately  address  the  issues  of  safety  and  effectiveness  of 
human  tissue  for  transplantation. 

The  composition  of  the  Tissue  Advisory  Committee  is  significant  with 
regard  to  the  implementation  of  the  standards  they  propose.  Implementation  of 
Good  Tissue  Banking  Practices  will  only  be  effective  if  they  are  devised  in  a 
manner  which  clearly  fits  tissue  banking  and  addresses  the  areas  of  concern  for 
public  safety  and  effective  tissue.  Without  employing  the  knowledge  and 
expertise  of  active  tissue  bankers,  Good  Tissue  Banking  Practices  could  be 
developed  which  would  become  the  square  hole  for  the  round  peg  of  tissue 
banks.  It  is  not  a  matter  of  making  standards  that  are  easy  to  comply  with  or 
inexpensive  to  comply  with  but  rather  standards  must  be  developed  that 
adequately  address  the  problems  facing  tissue  banks  today  and  in  the  future. 
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The  Advisory  Committee  needs  to  be  given  the  flexibility  and  authority  to 
revise  the  community  standards  when  appropriate.  Currently  the  American 
Association  of  Tissue  Banks  is  in  its  sixth  published  revision  of  standards. 
American  Association  of  Eye  Banks,  I  believe,  is  in  its  thirteenth  edition.  As  the 
body  of  scientific  knowledge  grows  and  as  techniques  improve  and  change  the 
advisory  committee  must  be  able  to  change  the  community  standards.  Outdated, 
ineffective  standards  can  be  as  problematic  as  no  standards  at  all. 

Preenactment  status  for  tissues  in  current  use 

Preenactment  status  for  tissue  in  current  use  needs  to  be  specifically 
addressed  in  the  legislation.  Again,  well  defined  definitions  of  current  tissues  in 
use  need  to  be  established  to  prevent  the  requirement  of  "IDE"  and  "PMA".  Many 
tissues  have  had  histories  of  up  to  and  beyond  thirty  years  of  use.  Excellent 
clinical  outcome  of  skin,  bone  and  heart  valves  is  clear  within  the  literature.  Due 
to  our  changing  environment  with  the  increase  of  transmissible  diseases  not  only 
AIDS  but  more  predominantly  Hepatitis,  regulation  must  be  developed  to  protect 
the  public  safety.  New  types  of  tissue  should  be  required  to  demonstrate  not  only 
their  safety  but  their  effectiveness. 

Preenactment  status  of  tissues  currently  in  use  is  a  mandatory  part  of  this 
legislation.  The  major  thrust  of  this  legislation  has  always  been  patient  safety  and 
should  continue  along  those  noble  lines. 
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Cost  associated  with  implementation  and  onaoinq  regulation 

Cost  and  regulations  seem  to  go  hand  in  hand.  I  personally  believe  that 
we  can  not  associate  cost  with  appropriate  regulation.  The  cost  to  the  public  is 
too  great  if  we  do  not  appropriately  regulate  the  tissue  banking  community.  The 
Oregon  Tissue  Bank  has  felt  the  costs  of  regulating  human  heart  valves  under  the 
Good  Manufacturing  Practices  of  dass  III  medical  devices.  Inappropriate 
regulation  is  costly.  Regulation  without  benefit  to  the  public  is  also  costly.  Under 
regulation  is  costly  to  the  public.  Appropriate  effective,  clear  and  concise 
regulation  demands  resources,  however  it  does  not  have  to  be  costly. 

Some  tissue  banks  will  no  longer  process  tissue  due  to  the  cost  of 
regulation.  Meeting  Good  Tissue  Banking  Practices  would  be  onerous  to  some 
organizations.  Those  banks  who  are  not  able  to  rise  to  appropriate  regulation 
requirements  will  do  little  to  reduce  the  availability  of  tissue.  As  we  speak  many 
organizations  are  consolidating  or  making  cooperative  agreements  to  position 
themselves  for  compliance  with  this  legislation.  Legislation  should  not  be  slowed 
down  due  to  the  potential  cost  of  meeting  regulation. 

User  fees  are  another  potential  cost  of  regulation.  Before  user  fees  can  be 
detemnined,  registration  of  all  tissue  banks  needs  to  be  performed.  Unlike  most 
industries  the  majority  of  tissue  banks  are  non-profit  organizations.  TTie  potential 
for  user  fees  to  become  a  burden  to  tissue  banks  is  real.  User  fees  must  be 
carefully  designed  if  they  are  to  be  used  at  all. 
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One  of  the  greatest  risk  to  increased  costs  of  regulation  is  when  regulation 
becomes  adversarial.  When  collaboration  and  cooperation  are  the  primary 
means  for  establishing  regulation,  the  costs  are  greatly  reduced.  Adversarial 
regulation  leads  to  costly  litigation.  Collaborative  regulation  breeds  cooperation, 
appropriate  regulations  and  reasonable  costs. 

Appropriate  regulations  will  demand  resources  and  effort  on  the  part  of 
tissue  banking  organizations,  while  reducing  the  cost  of  potential  disease 
transmission  to  the  public.  Thank  you. 
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Testimony  to  the  United  States  House  of  Representatives  Comnullee  on  Small 
Business,  Subcommittee  on  Regulation,  Business  Opportunities,  and  Technology 

October  15, 1993 

Testimony  of  Scott  Bottenfield 
LifeNet  Transplant  Services 


Mr.  Chairman  and  members  of  the  subcommittee,  my  name  is  Scott  Bottenfield, 
Vice  President  for  LifeNet  Transplant  Services  in  Virginia  Beach,  Virginia.  I  am 
pleased  to  have  this  opportunity  to  address  you  regarding  the  need  for  federal 
oversight  of  tissue  banJking.  LifeNet  supports  the  federal  oversight  of  tissue  banking 
through  a  single,  uniform  and  reasonable  approach  which  protects  public  health 
while  recognizing  the  limited  availability  of  human  tissue  and  the  altruistic  nature 
of  the  process  that  makes  human  tissue  available  to  help  others.  Although  I  will 
cor\fine  my  comments  to  issues  related  to  the  safety  of  tissue  transplants  and  the 
tracking  of  recipients  of  tissue  grafts,  LifeNet  supports  the  overall  position  of  the 
American  Association  of  Tissue  Banks  related  to  federal  legislation  for  tissue 
banking. 

The  provision  of  safe  tissue  allografts  and  the  protection  of  the  public  health  is,  of 
course,  the  impetus  for  the  regulation  of  tissue  banking.  Perhaps  the  most 
important  aspect  of  the  provision  of  safe  tissues  and  organs  is  the  donor  screening 
routine.  The  assurance  of  safe  allografts  for  cliiucal  use  begins  with  an  accurate  and 
meticulous  donor  screening  procedure.  Because  many  procurement  agencies, 
including  numerous  organ  procurement  agencies  and  tissue  banks,  are  routinely 
involved  in  the  acquisition  of  allografts  from  a  single  donor,  the  approach  to  donor 
screening,  as  well  as  donor  criteria  should  be  standardized.  As  both  an  organ 
procurement  agency  and  a  tissue  bank,  we  have  seen,  far  too  many  times,  less  than 
adequate,  and  inconsistent  donor  screening  practices. 
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records  of  the  name  and  address  of  the  consignee,  type  and  quantity  of  tissue 
distributed,  and  unique  identification  numbers  of  tissue  grafts  distributed  must  be 
documented.  Although  the  apparent  transmission  of  HTV  in  this  case  occurred 
almost  six  years  prior  to  our  notification,  we  were  able  to  readily  identify  all  of  the 
hospitals  that  had  received  tissue  grafts  from  the  suspect  donor.  The  process  of 
hospital  notification,  patient  identification  and  testing  lasted  well  over  five  months, 
and  resulted  in  the  location  and  testing  of  thirty-four  of  the  remaining  forty-seven 
potential  recipients.  Of  the  thirteen  patients  that  were  not  tested,  four  patients  were 
identified  by  the  receiving  and  implanting  hospitals  but  were  never  located,  and  the 
status  of  six  grafts  distributed  to  hospitals  were  never  determined.  For  the  latter  six 
grafts,  most  hospitals  acknowledged  receipt  of  the  tissue,  but  could  not  determine  if, 
when,  or  into  whom  the  graft  may  have  been  implanted.  In  one  case,  a  hospital  had 
no  record  of  ever  receiving  the  graft. 

Current  voluntary  standards  of  practice  dictate  that  distribution  records  be 
maintained  for  the  specific. purpose  of  ir\stituting  a  recall  procedure,  but  as  you 
know,  these  standards  are  not  enforceable  by  any  federal  agency.  In  addition,  the 
individual  tissue  banks  are  powerless  to  require  hospitals  and  practitioners  to  help 
identify  tissue  recipients.  Regulatior\s  should  be  promulgated  to  provide  for 
hospital  or  practitioner  record-keeping  requirements.  The  lack  of  a  consistent 
approach  to  recipient  tracking  was  made  painfully  clear  in  our  recall  and  look  back 
experience.  Although  we  could  identify  the  hospitals  that  received  tissue  from  this 
donor,  several  hospitals  which  received  tissue  could  not  identify  the  recipients. 

A  system  which  requires  the  receiving  institution  or  practitioner  to  be  responsible 
for  such  record-keeping  must  be  addressed  by  enforceable  regulations.  While  many 
suitable  enforcement  systems  may  be  available,  two  stand  out  as  apparent  and 
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seemingly  appropriate  vehicles:  the  use  of  the  power  of  the  Joint  Commission  on 
the  Accreditation  of  Health  Care  Organizations;  and  that  of  Medicare 
reimbursement  to  healthcare  providers.  However,  since  many  tissues  may  be 
distributed  directly  to  practitioners  outside  the  hospital  setting,  other  systems  must 
also  be  developed  which  help  distribute  the  burden  of  patient  tracking  to  the 
consignee. 

I  strongly  urge  this  committee  to  consider  the  points  of  this  testimony:  that  of  a 
"process  approach"  to  tissue  regulation;  the  imposition  and  enforcement  of  uniform 
donor  screening  standards;  and  to  consider  the  tracking  of  tissue  graft  recipients  the 
joint  responsibility  of  tissue  banks  and  health  care  providers. 

Thank  you  for  your  time  and  attention. 
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Mr.  Chairman,  Members  of  the  Subcommittee,  thantc  you  for  the 
opportunity  to  present  testimony  this  morning  on  proposed  draft 
legislation  to  regulate  tissue  banking.  My  name  is  Ellen  HecJc,  and 
I  am  Chairman  of  the  Eye  Bank  Association  of  America.  On  behalf  of 
the  Association,  I  wish  to  discuss  four  issues: 

(1)  the  need  for  universal  application  of  the  regulatory 
process; 

(2)  the  Inspection  process  and  the  potential  benefit  of 
sharing  resources; 

(3)  user  fees  and  the  Impact  on  health  care  costs; 

(4)  the  selection  and  purview  of  a  national  tissue  advisory 
comnittee. 

E3AA  developed  medical  standards  in  1980  (Appendix  1).  These 
standards  have  been  continuously  reviewed  and  revisied  according  to 
medical  and  technological  advancements.  In  addition,  these 
standards  are  Independently  reviewed  and  endorsed  by  the  Academy  of 
Ophthalmology.  Based  on  these  standards,  95%  of  the  known  103  eye 
banks  In  the  United  States  have  voluntarily  submitted  to  Inspection 
as  part  of  the  accreditation  process.  For  over  a  decade,  EBAA  has 
Inspected  each  of  these  103  eye  banks  at  a  frequency  of  at  least 
once  every  three  years.  The  EBAA  believes  that  inspections  for 
accreditation  as  currently  conducted  by  a  team  of  Individuals  with 
extensive  knowledge  and  experience  In  both  eye  banking  practices  and 
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clinical  care  delivery  offer  a  highly  relevant,  thorough,  and 
effective  inspection  process.  Absent  from  this  process  is  an 
enforcement  mechanism  to  mandate  closure  of  non-compliant  entitles, 
and  require  universal  participation.  Currently,  if  a  tissue  bank 
fails  to  achieve  accreditation.  It  may  simply  opt  out  of  the  program 
and  continue  to  operate.  In  fact,  in  exceptional  cases,  banks  may 
never  opt  into  the  process.  This  is  the  area  where  advantage  of  the 
federal  program  can  most  easily  be  demonstrated  if,  indeed,  it  were 
to  eliminate  the  ability  of  entities  to  escape  oversight  and 
continue  to  operate  outside  the  standards  of  current  practice. 

Hell  intended  and  well  drafted  legislation  can  easily  address 
safety  and  disease  transmissibility  issues  1n  allograft  tissue 
delivery  among  those  who  are  already  most  identifiable,  responsible 
and  concerned.  The  legislation  must  take  care  to  seek  out  and  not 
delay  in  applying  regulation  to  those  outliers  most  likely  to  linger 
undetected  and,  therefore,  unregulated  and  non-compliant.  The 
practitioners  of  transplant  allograft  delivery  who  voluntarily 
submit  to  peer  rsview  accreditation  within  the  confines  and  precepts 
of  current  medical  knowledge  and  available  testing  technology  may  by 
volume  represent  the  largest  providers  of  transplant  medical  service 
but  by  risk  may  well  represent  the  smallest  concern.  Therefore,  In 
finalizing  the  specifics  of  this  bill,  care  must  be  taken  to 
identify  those  whose  practices  are  outside  the  standards  of 
accredited  eye  and  tissue  banks.  To  truly  provide  for  improved 
public  safety,  legislation  and  regulation  must  Include  a  mechanism 

2 


147 


to  either  rapidly  educate  or  close  outlets  within  hospitals, 
cUnics,  and  physician  practices  where  standards  for  allografts 
addressed  through  accreditation  and  CDC  guidelines  often  go 
unrecognized. 

Expediency  cannot  be  the  major  driving  force  for  purchasing 
agents,  operating  room  nurses,  and  others  who  diligently  and  often 
frantically  search  for  an  allograft  to  satisfy  a  waiting,  sometimes 
Impatient,  physician  for  a  specified  scheduled  surgery.  In  fact, 
the  surgeon  is  often  shielded  almost  entirely  from  the 
characteristic  stresses  of  the  search  for  allograft  and  may  never 
know  what  transpires  prior  to  a  grafts  delivery  to  the  operating 
room  table.  It  is  the  increasing  and  unrealistic  expectation  of 
hospitals,  surgeons,  and  patients  to  always  have  the  required 
allograft  for  any  surgical  request  that  has  fostered  the 
proliferation  of  unmonltored  transplant  banks.  Because  of  demand, 
they  continue  to  flourish.  Certainly  we  in  transplant  medicine  long 
for  a  time  when  donor  tissue  availability  does  not  unimpede 
scheduled  surgery,  and  thara  Is  unrastricted  access  to  all  in  nesd 
Of  this  form  of  medical  therapy.  But  until  that  time,  we  must  b« 
certain  that  no  one  compromises  caution  for  convenience.  The. 
overall  concern  must  be  for  the  elimination  of  transmissible  disease 
risk.  CDC  guidelines  already  provide  a  comprehensive  yet  responsive 
framework  for  control  of  Infectious  disease  transmission,  tracking, 
and  testing  requirements  and  have  attained  widespread  tissue  banking 
support;  they  should  be  considered  by  FDA  for  Incorporation  In  any 
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regulatory  scheme.  All  health  care  providers  who  screen,  procure, 
store,  distribute  and/or  Implant  allograft  tissue  must  share  the 
responsibility  for  the  proper  selection,  application,  treatment, 
tracing,  and  safety  of  these  grafts.  Only  through  shared 
responsibility  will  we  Increase  public  safety  and  obtain  true 
documentation  of  ri sic-related  outcomes,  separating  graft  problems 
from  host-mediated  complications,  and  anecdotal  Information  from 
documented  facts. 

Our  second  and  third  comments  on  Inspection  sharing  and  user 
fees  are  Inter-related.  Sharing  can  be  extended  to  the  oversight 
function.  Any  oversight  program  will  benefit  from  incorporating  the 
existing  resources  of  the  peer  review  programs,  such  as  EBAA's  with 
30  years  of  experience  In  eye  banking  and  over  10  years'  experience 
in  accreditation.  Use  of  existing  accreditation  and  inspection 
support  not  only  provides  expertise  but  could  reduce  the  costs 
associated  with  the  implementation  and  operation  of  a  new  federal 
program.  The  cost  of  regulation  is  of  significant  concern  to  those 
who  provide  transplantation  health  cars. 

User  fees  could  dramatically  Increase  the  costs  to  Individuals 
in  need  of  transplant  allografts,  such  as  corneas,  thus  diminishing 
access,  especially  for  the  less  well  Insured.  Eye  Banks  are  non- 
profit 501 {c}3  organizations.  Unlike  corporations,  such  as 
presently  regulated  drug  companies,  tissue  banks  have  no  corporate 
reserves  achieved  from  profit  to  direct  to  user  fees.  Any  direct 
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cost  to  transplant  organizations  would  result  In  a  direct  pass- 
through  back  to  the  recipient,  and  this  distribution  would  lilcBly 
result  In  significantly  higher  health  care  cost.  The  limited  number 
of  allografts  per  donor  available  to  eye  banks  over  which  to 
distribute  any  increased  service  cost  or  user  fee  is  especially 
disadvantageous  since,  In  general,  only  two  tissues,  corneas,  make 
up  the  major  service  focus  of  these  banks.  Although  over  40,000 
corneas  are  transplanted  annually,  the  majority  of  eye  banks  provide 
and  receive  service  fees  from  only  between  150  and  500  transplanted 
corneas  each  year.  In  substantially  lesser  quantities,  eye  banks 
also  provide  sclera  allografts.  In  addition,  a  unique  major 
charitable  function  for  many  eye  banks  is  the  provision  of  non- 
transplantable  tissue  for  teaching  and  research  for  ophthalmologic 
researchers  and  universities  nationwide.  Avenues  other  than  user 
fees,  appropriations  and  directed  taxes,  should  be  explored  to  at 
least  defray  the  anticipated  costs. 

Current  peer  review  accreditation  benefits  from  the  donation 
of  time  of  its  Inspectors:  physicians,  and  eye  banking  experts,  who 
provide  three  to  six  days  of  service  each  year.  EBAA  is  not 
burdened  with  the  need  to  offset  salaries;  Its  fees  primarily 
reimburse  travel  costs.  These  costs  are  equally  apportioned  across 
the  number  of  banks  In  need  of  Inspection.  No  eye  bank  is 
disadvantaged  by  location  or  inspector  allocation. 
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The  Association  also  wishes  to  express  Interest  and  concern 
over  a  few  ambiguities  in  the  draft  bill.  This  refers  to  page  4, 
line  22,  "validation  of  the  manufacturing."  Eye  and  tissue  banks  do 
not  and,  perhaps  regrettably  given  the  needs,  cannot  manufacture 
allografts  so  the  exact  Intent  of  this  reference  is  unclear.  On 
page  5,  line  11,  the  use  of  "special  practices  for  special  tissues" 
Is  also  unclear.  Is  this  the  same  as  the  tissue  specific 
requirements?  Page  9  speaks  to  compliance  notification  processes 
but  does  not  appear  to  delineate  a  program  or  policy  by  which  a  bank 
may  take  corrective  actions  to  come  into  compliance.  Enclosed 
documentation  (Appendix  2)  outlines  a  compliance  schedule  and 
program  currently  In  use. 

Our  fourth  concern  applies  to  the  National  Advisory  Committee. 
The  broad  powers  accorded  the  advisory  committee  make  the  actual 
selection  and  composition  of  the  membership  of  this  committee  of 
paramount  Importance.  The  EBAA  urges  extreme  care  and  thoughtful 
consultation  on  the  selection  of  individuals  with  such  a  formidable 
challenge  and  ultimats  impact. 

The  opportunity  for  the  opinions  of  a  few  to  affect  the 
operations  of  the  whole  should  be  offset  through  the  inclusion  of  a 
mechanism  to  seek  input  from  the  effected  conrnunity  and  ensure  that 
concerns  are  appropriately  addressed.  This  is  needed  In  order  to 
assure  that  no  one  special  Interest  or  tissue  bias  overshadows  or 
overpowers  the  totality  of  a  process  which  is  neant  to  represent  an 
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entire  form  of  health  care.  Transplantation  medicine  has  many 
similarities,  yet  many  diversities.  The  procurement  times  and 
disease  contraindications  are  vastly  different  between  corneas  and 
bone.  Therefore,  generic  regulations  could  adversely  affect  either 
and  actually  impair  patient  outcome.  Legislation  must  recognize  the 
differences  in  tissues  and  tissue  practices  and  the'  needs  for 
evolution  and  development  while  assuring  that  there  is  an  equality 
and  balance  in  the  representation  for  each  specific  tissue. 

Finally,  the  EBAA  and  its  membership  support  and  extend 
cooperation  to  your  efforts  which  will  serve  to  improve 
transplantation  health  care  delivery  while  exercising  restraint  in 
effecting  health  care  costs.  A  program  which  will  assure  adherence 
of  all  transplantation  care  delivery  services  to  a  standard  of 
performance  which  offers  improved  safety  and  recipient  outcome  will 
benefit  both  those  who  deliver  and  those  who  receive  transplantation 
health  care. 
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EBAA  MEDICAL  STANDARDS 


A1.000  Introduction  and  Purpose 

These  standards  have  been  developed  to  assure  consistently  acceptable  levels 
of  quality,  proficiency  and  ethics  in  dealing  with  eye  tissue  for  transplantation  and 
to  define  the  minimum  standards  of  practice  in  the  procurement,  presen/ation, 
storage  and  distribution  of  eye  tissue  for  transplantation  and  research,  as 
determined  by  the  ophthalmologicai  medical  community. 

A1.1(X)  Scope 

These  standards  are  intended  to  apply  to  any  and  all  aspects  of  eye 
banking,  to  include: 

•  Identification  and  screening  of  donors 

•  Procurement  of  eye  and  corneal  tissue 

•  Laboratory    processing    of    tissue,    including    preservation    and 
biomicroscopic  examination  of  tissue 

•  Storage  of  tissue 

•  Distribution  of  tissue  for  transplantation,  research  and  teaching 

These  standards  shall  be  reviewed  at  least  annually  and  revised  as 
necessary  to  incorporate  current  research  findings  and  improved  clinical 
practice. 
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B1.000  Certification 


In  order  for  an  eye  bank  to  become  an  accredited  memfc>er  of  the  Eye  Bank 
Association  of  America,  it  must  comply  with  the  EBAA  Bylaws  and  the  following: 

1 .  Demonstrate  compliance  with  EBAA  Medical  Standards. 

2.  Pass  the  site  visit  inspection  by  the  EBAA  Medical  Standards  Committee. 

3.  Demonstrate  proficiency  in  all  aspects  of  eye  banking  by  procuring, 
processing  and  distributing  (within  the  geographic  territory  it  defines  as  its 
sen/ice  area)  at  least  25  surgical  corneas  for  penetrating  keratoplasty  annually 
and  provide  documentation  of  their  performance. 

Eye  Banks  applying  for  EBAA  membership  must  complete  the  Medical  Standards 
Committee  Questionnaire.  Pending  approval  of  the  EBAA  Board  of  Directors,  the 
applicant  may  be  accepted  for  provisional  EBAA  membership  and  will  be  subject 
to  an  on-site  inspection  within  one  year.  A  provisional  member  eye  bank  must 
complete  the  certification  process  within  one  year  after  obtaining  provisional 
membership  status  in  the  EBAA.  Any  provisional  member  eye  bank  failing  to 
complete  the  certification  process  after  a  site  visit  will  have  until  the  time  of  the 
next  meeting  to  correct  deficiencies  and  satisfy  certification  requirements.  If,  at 
the  end  of  this  period,  the  provisional  member  eye  bank  fails  to  meet  certification 
standards,  it  may  not  proceed  to  full  membership  with  voting  rights. 

Once  certified,  an  eye  bank  must  be  inspected  and  recertified  at  least  every  three 
years  to  maintain  certification  and  voting  membership  in  the  EBAA. 

B1.100  Eye  Bank  Inspection 

The  Medical  Standards  Committee  of  the  EBAA  shall  be  responsible  for 
inspecting  member  Eye  Banks  as  outlined  in  the  written  procedures  of 
the  Committee. 

Certification  and  recertification  site  visits  shaU  be  scheduled  following 
written  notification  of  the  impending  inspection.  Unannounced  visits  may 
be  conducted  should  an  allegation  of  violation  of  Medical  Standards  be 
made  to  the  Committee.  Failure  to  permit  an  inspection  will  result  in 
suspension  or  revocation  of  an  eye  bank's  certification. 

Demonstration  of  proficiency  in  any  and  all  aspects  of  eye  t}anking  may 
be  required  during  the  site  visit  and  of  any  or  all  technical  personnel. 
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C1.000  Personnel 

C  1.1 00  Director 

All  polides  and  procedures  of  each  eye  bank  shall  be  under  the 
supervision  of  a  Director  appointed  by  the  eye  bank's  board  of  Directors, 
Board  of  Regents  or  other  governing  body.  The  Director  shall  be 
responsible  for  all  administrative  operations  including  compliance  with 
these  standards. 

The  Director  shall  be  the  individual  responsible  for  the  day  to  day 
operation  of  the  Eye  Bank.  It  is  this  individual's  responsibility  to  carry 
out  policies  of  the  Eye  Bank's  Board,  to  determine  what  tissues  are  to 
be  collected,  and  to  prescribe  clinically  acceptable  means  for  their 
processing,  quality  control,  storage  and  distribution. 

The  Director,  if  not  a  physician,  shall  consult  with  the  Medical  Director, 
as  well  as  other  medical  and  legal  authorities,  in  carrying  out  prescribed 
responsibilities  as  necessary.  These  consultations  shall  be  documented 
and  made  available  for  review  during  a  site  visit  inspection. 

The  Director  shall  provide  all  staff  members  with  adequate  information 
to  perform  their  duties  safely  and  competently.  Delegation  of 
responsibility  for  the  clinical  work  of  the  eye  bank  shall  be  as  follows: 

CI. 200  Medical  Director 

TTie  Eye  Bank  must  have  a  Medical  Director. 

The  Medical  Director  must  be  an  ophthalmologist  who  has  completed  a 
corneal  fellowship  or  who  has  demonstrated  an  expertise  in  external  eye 
disease,  corneal  surgery,  research  or  teaching  in  cornea  and/or  external 
disease.  If  the  medical  director  has  not  served  a  comeal  fellowship,  then 
the  eye  bank  must  have  and  document  a  consulting  relationship  with  an 
ophthalmologist  who  has. 

The  Medical  Director,  in  order  to  maintain  his  positon,  shall  provide 
written  documentation  that  he  or  she  has  attended  an  EBAA  annual 
meeting  or  approved  course  at  least  once  every  three  years.  This 
written  documentation  must  be  available  at  the  time  of  the  eye  bank's 
site  visit  inspection. 

The  Medical  Director  shall  be  responsible  for  medical  aspects  of  the  Eye 
Bank  operation.  These  include  but  are  not  limited  to: 

1.      Formulation,  approval,  and  implementatk)n  of  medical  policies 
and  procedures. 
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2.  Participation  in  training  and  oversight  of  technical  staff  with 
regard  to  tissue  procurement,  tissue  preservation  and  tissue 
evaluation. 

3.  Participation  in  establishment  and  operation  of  a  quality 
assurance  program. 

The  Medical  Director  may  delegate  responsibility  for  tissue  procurement, 
preservation,  and  tissue  evaluation  to  qualified  eye  bank  personnel; 
however,  the  ultimate  responsibility  for  them  rests  with  the  Medical 
Director.  The  Medical  Director  shall  be  available  to  eye  bank  personnel 
for  consultation  to  resolve  medical  issues,  whenever  necessary. 

An  eye  bank  has  three  months  to  replace  a  Medical  Director  who  has 
resigned.  The  EBAA  office  shall  be  notified  of  a  change  of  Medical 
Directors. 

C1.300  Technical  Staff 

The  Director  shall  appoint  technical  staff  and  ensure  that  staff  has  the 
appropriate  qualifications  and  training  for  the  performance  of  their  job 
responsibilities.  The  Director  shall  ensure  that  there  are  a  sufficient 
number  of  qualified  eye  bank  technicians  and  supportive  technical  staff 
to  promptly  and  proficiently  perform  all  eye  bank  laboratory  tests  and 
procedures. 

Each  eye  bank  must  have  at  least  one  EBAA  certified  technidan  in  a 
supervisory  role.  If  the  medical  director  fulfills  this  role,  he  or  she  must 
pass  an  EBAA  Technician  Certification  exam  and  maintain  that 
certification.  For  non-certified  technicians,  the  eye  bank  Executive 
Director  or  Medical  Director  must  designate  in  writing  those  nonphysician 
technicians  who  are  qualified  and  authorized  to  perform  eye  bank 
laboratory  procedures. 

C2.000  Training,  Certification,  and  Continuing  Education  of  Technical  Personnel 

An  eye  bank  must  provide  an  orientation  program  for  each  new  technician  and 
the  employee's  partidpation  must  be  documented. 

An  eye  bank  must  provide  educational  opportunities  such  as  in-service  training 
programs,  attendance  at  meetings,  seminars,  and  workshops  for  all  technical 
personnel,  including  laboratory  supervisors,  at  a  frequency  that  is  defined  and 
reasonable  for  the  size  and  needs  of  the  technical  staff. 

For  an  eye  bank  technician  to  receive  EBAA  Certification,  he  or  she  must  pass 
the  EBAA  Technidan  Certification  examination.  To  sit  for  the  examination,  the 
eye  bank  technician  must  be  employed  by  a  transplant  organization  and  be 
recommended  by  Uie  Executive  Director  or  a  physidan  meeting  the  requirements 
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of  a  medical  director,  as  outlined  in  Section  C1 .200.  A  passing  grade  in  both  the 
written  and  practical  portions  of  the  exam  will  result  in  EBAA  certification, 
provided  that  the  appropriate  fees  have  been  paid.  An  EBAA  certified  technician 
must  renew  his  or  her  certification  at  least  once  every  three  years  by 
documenting  the  specified  minimum  number  of  continuing  education  units 
(CEU's)  which  have  been  approved  by  the  EBAA  Technician  Subcommittee. 


C3.000  Facilities 

Each  eye  bank  must  have  sufficient  space,  equipment  and  supplies  to  perform 
the  volume  of  laboratory  services  with  optimal  accuracy,  efficiency,  sterility, 
timeliness  and  safety. 

C3.100  Eye  Bank  Laboratory 

The  laboratory  must  be  a  separate  area  with  limited  access  in  which 
activities  directly  related  to  eye  banking  are  carried  out.  The  laboratory 
shall  have  a  sink  with  a  drain  and  running  water.  There  must  be 
adequate  counter  space  for  preparation  of  donor  material.  The  room 
including  walls,  floor  and  sink  must  be  kept  clean  at  all  times. 
Appropriate  documentation  of  regular  laboratory  cleaning  schedules 
must  be  maintained  and  kept  on  file  for  a  minimum  of  three  years. 

Each  eye  bank  laboratory  must  have  an  adequate  stable  electrical 
source  and  a  sufficient  number  of  grounded  electrical  outlets  for 
operating  laboratory  equipment 

C3.200  Equipment,  Maintenance  and  Cleaning 

Each  eye  bank  laboratory  shall  have  a  reftigerator  with  an  external 
device  for  recording  temperature  variations.  Temperature  variations 
must  be  recorded  daily  and  remain  within  the  range  of  2  to  6°C.  These 
records  must  be  kept  for  a  minimum  of  three  years.  The  refrigerator 
shall  be  maintained  for  the  exclusive  use  of  the  eye  bank  and  must 
contain  dearly  defined  and  labeled  areas  for  all  tissue  stored,  i.e.. 
quarantined  tissue,  surgical  tissue  awaiting  distribution,  arKJ  research 
tissue. 

A  laminar  airflow  cabinet  or  hood,  is  required  for  the  preservation  of  any 
ocular  tissue  in  the  laboratory. 

In  the  event  of  a  power  failure,  there  must  be  proviskKi  for  immediate 
notification  and  action  to  be  taken,  which  may  include  an  emergency 
power  supply  to  maintain  essential  refrigeration. 

Appropriate  maintenance  and  certification  records  must  be  maintained 
on  each  piece  of  equipment    These  records  must  show  dates  of 
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inspection,  performance  evaluations  and  any  maintenance  procedures 
or  repairs  performed.  These  records  must  be  kept  at  least  three  years. 

The  eye  bank  must  include  in  its  procedures  manual,  the  monitoring, 
inspection  and  cleaning  procedures  and  schedules  for  each  piece  of 
equipment.  Documented  cleaning  schedules  for  laboratory  equipment 
must  be  kept  on  file  for  a  minimum  of  three  years. 

C3.300  Instruments  and  Reagents 

Adequate  instrumentation  must  be  available  to  provide  for  sterile  removal 
of  whole  eyes  and  corneas.  Instruments  must  be  inspected  frequently 
enough  to  assure  that  they  function  property.  An  eye  bank  that  uses  an 
autoclave  to  sterilize  its  instruments  shall  adhere  to  the  maintenance 
procedures  for  autoclaves  in  the  Procedures  Manual,  (Section  C3.200) 
or  if  instruments  are  sterilized  outside  of  the  eye  bank,  the  eye  bank 
shall  provide  documentation  of  appropriate  sterilization. 

All  sterilized  instruments,  supplies  and  reagents,  such  as  comeal 
preservation  medium,  must  contain  expiration  dates  that  are  current  at 
all  times. 

C3.400  Procedures  Manual 

Each  eye  bank  shall  maintain  its  own  procedures  manual  that  details  ail 
aspects  of  its  specific  retrieval,  processing,  testing,  storage,  distribution 
and  quality  assurance  practices.  Each  procedure  must  be  initially 
approved,  signed  and  dated  by  the  Director  and  the  Medical  Director. 
Each  eye  bank  must  maintain  copies  of  each  procedure  it  uses  and  the 
length  of  time  the  procedure  was  in  use. 

C3.500  Satellite  Laboratories 

Satellite  lalX}ratories  that  procure,  process  and  distribute  tissue  must 
have  a  certified  technician  and  t>e  supervised  by  and  have  access  to  a 
qualified  Medical  Director  or  his/her  delegate.  Such  satellite  laboratories 
must  be  inspected  as  part  of  the  certification  process  of  the  parent  bank. 

C3.600  Infectton  Control  and  Safety 

Written  safety  procedures  for  the  eye  bank  operation  shall  be 
established  in  compliance  with  the  Occupational  Safety  and  Health  Act 
(OSHA  Act)  of  1970  and  the  1991  amendments  to  Part  1910  of  title  29 
of  the  Code  of  Federal  Regulations,  Subpart  Z  and/or  applicable  state 
statutes,  which  may  supercede.  All  eye  bank  personnel  must  operate 
under  the  current  Universal  Precautions  for  health  care  workers  issued 
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by  the  Centers  for  Disease  Control  (CDC)  of  HHS.'  These  written 
procedures  must  be  induded  in  the  eye  bank's  procedure  manual. 

C3.700  Waste  Disposal 

Human  tissue  and  waste  items  shall  be  disposed  of  in  such  a  manner 
as  to  minimize  any  hazard  to  Eye  Bank  personnel  and  the  environment 
and  to  comply  with  state  and  federal  regulations.  Dignified  and  proper 
disposal  procedures  shall  be  used  to  obviate  recognizable  human 
remains. 


'  On  Ducmbcr  6,  1991,  the  OccupatkMMl  Safety  and  Health  Administnlkm  (OSHA)  of  the  VS.  Depailincat  of  Labor  (DOL) 
published  iu  final  niles  rtfulaling  worker  occupational  expocutc  to  bloodboree  pathogens,  including  but  not  limited  to  hepatitis  B  virus 
(HBV)  and  human  immunodeficiency  virus  (HIV>.  These  tcgulalioas  went  into  effect  March  6, 1992,  and  make  employcn  responsible  for 
providing  and  ensuring  safe  working  conditions  in  all  work  setting*.  See  the  December  6, 1991,  Fedtni  Rt^tier,  Vol.  S6,  no.  235. 
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D1.000  Donor  Screening 

All  prospective  donors  shall  undergo  a  thorough  physical  examination  as  dose 
as  possible  prior  to  donation  with  special  attention  to  physical  signs  of  HIV 
disease  and  injecting  drug  use.  Each  eye  bank  shall  have  a  consistent  policy  for 
conducting  and  documenting  this  examination.  Each  eye  bank  shall  also  have 
a  consistent  policy  for  examination  and  documentation  of  the  prospective  donor's 
available  medical  record  and  death  investigation.  Review  of  all  available  records 
on  each  donor  shall  be  performed  by  an  individual  who  is  qualified  by  profession, 
education  or  training  to  do  so,  and  who  is  familiar  with  the  intended  use  of  the 
tissue. 

D1.100  Saeening  of  Donors  Must  he  Conducted  for  the  Following: 

D1.110  Tissue  from  donors  with  the  following  is  potentially  hazardous  to  eye 
bank  personnel  and  requires  special  handling: 

•  Active  Viral  Hepatitis 

•  Acquired  Immunodeficiency  Syndrome  (AIDS)  or  HIV  seropositvity 

•  Active  viral  encephalitis  or  encephalitis  of  unknown  origin 

•  Creutzfeldt-Jacob  Disease 

•  Rabies 

D1.120  Contraindications 

Tissue  from  donors  with  the  following  are  potentially  health  threatening 
for  the  recipient(s)  or  pose  a  risk  to  the  success  of  the  surgery  and  shall 
not  be  offered  for  surgical  purposes: 

A.  Penetrating  Keratoplasty 

1.  Death  of  unknown  cause 

2.  Death  from  central  nervous  system  diseases  of  unknown 
etiology 

3.  Creutzfeldt-Jacob  disease 

4.  Subacute  sclerosing  panencephalitis 

5.  Progressive  multifocal  leukoencephalopathy 

6.  Congenital  rubella 

7.  Reyes  syndrome 

8.  Active  viral  encephalitis  or  encephalitis  of  unknown  origin 

9.  Active  septicemia  (bacteremia,  ftjngemia,  viremia) 

10.  Active  bacterial  or  fungal  endocarditis 

11.  Active  viral  hepatitis 

12.  Rabies 

13.  Intrinsic  eye  disease 

a  Retinoblastoma 
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b.  Malignant  tumors  of  the  anterior  ocular  segment 

c.  Active  ocular  or  Intraocular  inflammation:  conjunctivitis, 
scleritis,  iritis,  uveitis,  vitreitls,  choroiditis,  retinitis 

d.  Congenital  or  acquired  disorders  of  the  eye  that  would 
preclude  a  successful  outcome  for  the  intended  use,  e.g.,  a 
central  donor  corneal  scar  for  an  intended  penetrating 
keratoplasty,  keratoconus,  and  keratoglobus. 

e.  Rerygia  or  other  superficial  disorders  of  the  conjunctiva  or 
corneal  surface  involving  the  central  optical  area  of  the 
corneal  button 

14.  Prior  intraocular  or  anterior  segment  surgery 

a  Refractive  corneal  procedures,  e.g..  radial  keratotomy, 
lamellar  inserts,  etc. 

b.  Laser  photoablation  surgery 

c.  Anterior  segment  surgery,  e.g.,  cataract,  intraocular  lens 
implant,  glaucoma  filtration 

d.  Laser  surgical  procedures  such  as  argon  laser 
trabeculoplasty,  retinal  and  panretinal  photocoagulation  do 
not  necessarily  preclude  use  for  penetrating  keratoplasty  but 
should  be  cleared  by  the  medical  director 

15.  Active  leukemias 

16.  Active  disseminated  lymphomas 

17.  Hepatitis  B  surface  antigen  positive  donors  (as  specified  in 
Section  G1.230) 

1 8.  Recipients  of  human  pituKary-derived  growth  hormone  (pit-hGH) 
during  the  years  ft-om  1963-1985* 

19.  HTLV-I  or  HTLV-II  infection 

20.  Hepatitis  C  Seropositive  donors 

21.  HIV  seropositive  donors  (as  specified  in  Section  G1.220) 

22.  HIV  or  high  risk  for  HIV:  Persons  meeting  any  of  the  following 
criteria  should  be  excluded  from  donation: 

Behaviorial  Exclusionary  Criteria: 

a.  Men  who  have  had  sex  with  arx>ther  man  even  once  since 
1977. 


'  Potential  demon  who  rctcived  human  pituiuiy-de rived  (rowlh  honnooe  (pit-hCH)  durinj  childhood  at  any  linit  during  the  yean 
from  1963-19SS  thouM  not  be  accepted  at  eye  or  corneal  dooon  because  of  the  potential  riak  of  transmittin|  Creulzfcldt-Jacob  disease 
(CID).  Some  7,000  VS.  children  received  Iberapeulic  pil-bCH  through  early  198S  and  there  are  unknown  numbers  of  penoos  who  may 
have  used  this  drug  non-lherapeuticany,  e.g^  during  rigorous  physical  training  All  known  recipKntt  and  their  treating  endecrinoiogists 
have  been  Dotificd  and  a  fact  sheet  is  available,  HIH  Publicatioa  No.  88-2793,  December  1987. 
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b.  Persons  who  report  past  or  present  rron-medical  injection  of 
drugs.  This  includes  intravenous,  intramuscular,  and 
subcutaneous  injections. 

c.  Persons  with  hemophilia  or  related  clotting  disorders  who 
have  received  clotting  factor  concentrates. 

d.  Men  and  women  who  have  engaged  in  sex  for  money  or 
drugs  since  1977.  ' 

e.  Persons  who  have  had  sex  during  the  preceding  12  months 
with  any  person  described  in  item  a-d  above,  or  with  a 
person  known  or  suspected  to  have  infection. 

f.  Persons  who  have  been  diagnosed  with  or  treated  for 
syphilis  or  gonorrhea  in  the  last  12  months,  or  who  have  had 
a  reactive  screening  test  for  syphilis  in  the  absence  of  a 
negative  confirmatory  test  in  the  last  12  months. 

g.  Persons  who  have  been  exposed  to  known  or  potentialy  HIV 
infected  blood  through  percutaneous  inoculation  or  through 
contact  with  an  open  wound,  non-intact  skin,  or  mucous 
membrane  during  the  preceding  12  months. 

Exclusionary  Criteria  for  Pediatric  Donors: 

h.  Infants  and  children  tjorn  to  mothers  with  HIV  infection  or 
mothers  who,  meeting  behavioral  or  laboratory  exclusionary 
criteria  listed  above  (regardless  of  HIV  status),  should  not  be 
accepted  as  donors  unless  HIV  infection  can  be  definitely 
excluded  in  the  child  as  follows:  Infants  and  children  (bom 
to  infected  or  at-risk  mothers)  under  18  months  of  age  or 
those  who  have  breast  fed  within  the  past  12  months  should 
not  be  accepted  as  donors  regardless  of  the  HIV  test  results. 
Children  over  18  months  (bom  to  HIV-infected  or  at-risk 
mothers)  who  have  not  breast  fed  within  the  past  12  months, 
and  whose  HIV  antibody  tests,  physfeal  exam,  and  review  of 
medical  records  do  not  indicate  evidence  of  HIV  infection, 
can  be  accepted  as  donors. 

i.  Infants  and  children  meeting  any  of  the  exclusionary  criteria 
listed  above  for  adults. 

Laboratory  and  Other  Medical  Exdustonary  Criteria: 

j.  Persons  who  cannot  be  tested  for  HIV  infection  because  of 
refusal,  inadequate  blood  samples  (e.g.  hemodilution  that 
could  result  in  false  negative  tests),  or  any  other  reasons. 

k.  Persons  with  a  repeatedly  reactive  screening  assay  for  HIV-1 
or  HIV-2  antibody  regardless  of  the  results  of  confirmatory 
assays. 

I.  Persons  with  any  other  evidence  of  HIV  Infection  or  high  risk 
behavior  that  might  be  obtained  from  history,  tnedical 
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records,  autopsy  reports,  or  physical  examination  such  as  a 
diagnosis  of  AIDS,  unexplained  weight  loss,  night  sweats, 
blue  or  purple  spots  on  the  skin  or  mucous  membrane 
typical  of  Kaposi's  sarcoma,  unexplained  lymphadenopathy 
lasting  more  than  one  month,  unexplained  temperature 
greater  than  100.5  degrees  for  more  than  10  days, 
unexplained  persistent  cough  and  shortness  of  breath, 
opportunistic  infections,  unexplained  persistent  diarrhea, 
male  to  male  sexual  contact,  sexually  transmitted  disease,  or 
needle  tracks  or  other  signs  of  drug  abuse. 

B.  Lamellar  or  Patch  Grafts 

Criteria  are  the  same  as  listed  for  penetrating  keratoplasty  except  that 
tissue  with  local  eye  disease  affecting  the  corneal  endothelium  or 
previous  ocular  surgery  that  does  not  compromise  the  corneal 
stroma,  e.g.,  aphakia,  iritis,  is  acceptable  for  use. 

C.  Epikeratoplasty 

Criteria  are  the  same  as  listed  for  penetrating  keratoplasty  except  that 
tissue  with  local  eye  disease  affecting  the  corneal  endothelium,  e.g., 
aphakia,  iritis,  is  acceptable  for  use.  Death  to  preservation  time  may 
be  extended. 

D.  Scleral  Tissue 

Criteria  are  the  same  as  listed  for  penetrating  keratoplasty  except  that 
tissue  with  local  eye  disease  affecting  the  corneal  endothelium,  e.g., 
aphakia,  iritis,  is  acceptable  for  use.  Death  to  preservation  time  may 
be  extended. 


D1.200  Documentation  of  Donor  Information 

Donor  screening  forms  and/or  copies  of  medical  charts,  medical 
examiner  or  coroner  review  forms  and  gross  autopsy  results  must  be 
completed  and  retained  on  all  donated  eye  tissue  as  part  of  the  donor 
record.   See  Section  LI .000. 

A  unique  donor  identifying  number,  i.e.,  medical  examiner  or  coroner 
case  number,  hospital  medical  record  number,  social  security  or  driver's 
license  number,  shall  be  obtained  and  recorded  in  the  donor  record. 
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D1.300  Method  of  Consent 


Documentation  of  legal  consent  for  enucleation  or  in  situ  excision  is 
essential  for  medical-legal  reasons.  Consent  procedures  and  forms 
must  conform  with  state  law  and  documentation  for  consent  must  be 
retained.  In  medical  examiner's/coroner's  cases,  the  eye  bank  shall 
adhere  to  the  consent  regulations  specified  by  the  medical  examiner's 
or  coroner's  legislation  in  its  state.  In  each  case  the  consent  designation 
and  restrictions,  if  any,  must  be  adhered  to  and  cannot  be  altered 
without  the  witnessed  resigning  or  redesignation  of  the  legally 
appropriate  consenter. 

D1.400  Donor  Age 

Since  no  definite  relationship  has  been  established  between  the  quality 
of  donor  tissue  and  age,  the  upper  and  lower  age  limit  is  left  to  the 
discretion  of  the  Medical  Director. 

D1.500  Inten/al  Between  Death,  Enucleation,  Excision  and  Preservation 

Acceptable  time  intervals  from  death,  enucleation  or  excision  to 
preservation  may  vary  according  to  the  circumstances  of  death  and 
interim  means  of  storage  of  the  body.  It  is  generally  recommended  that 
corneal  preservation  occur  as  soon  as  possible  after  death.  All  time 
intervals  for  each  donor,  i.e.,  the  time  of  death  to  the  time  of  enucleation 
and  preservation  and/or  the  time  to  corneal  excision,  shall  be  recorded. 
If  the  donor  has  been  refrigerated  prior  to  enucleation  or  in  situ  corneal 
excision,  this  information  shall  be  noted. 

D1.600  Eye  Maintenance  Prior  to  Enucleation 

The  prospective  donor's  corneal  integrity  should  be  maintained. 
Recommended  procedures  for  eye  maintenance  shall  be  found  in  the 
procedures  manual.  Each  individual  eye  bank's  procedure  is  left  to  the 
discretion  of  tiie  Medical  Director  and  shall  be  clearly  documented. 

D1.700  Living  Donors 

Eye  tissue  that  is  removed  and  processed  for  surgical  use  from  a  living 
donor  shall  have  tiie  same  standards  applied  as  for  all  cadaveric  tissue, 
e.g.,  the  same  donor  medical  history  shall  be  obtained,  the  same 
records,  serology,  etc.  No  extended  quarantine  period,  outside  of  tiie 
usual  24-48  hours  for  serology  results,  shall  be  required  for  corneal 
tissue  used  for  ti'ansplantation  \hat  is  stored  in  short  or  intermediate  term 
tissue  culture  medium. 
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E1.000  Procurement  and  Preservation  Procedures 

Specific  procurement  procedures  can  be  found  in  the  EBAA  Procedures  Manual. 
Variations  of  these  procedures  are  at  the  discretion  of  the  eye  bank's  Medical 
Director  as  long  as  they  do  not  violate  standard  aseptic  practice  and  are 
documented.  This  manual  has  been  approved  by  the  Medical  Policy  and  the 
Technician's  Subcommittees,  and  shall  be  periodically  reviewed  and  modified  as 
necessary. 

The  Medical  Director  and  Director  are  responsible  for  assuring  that  eye  bank 
personnel  comply  with  all  applicable  procedures  for  the  procurement  and 
preservation  of  tissue. 

E1.100  Enucleation  Procedure 

Ultimate  responsibility  for  personnel  to  perform  enucleation  rests  with  the 
Director,  the  Medical  Director  and  existing  state  law. 

E1.200  In  situ  and  Laboratory  Removal  of  the  Corneoscleral  Rim 

Removal  of  the  comeoscleral  rim  shall  be  performed  using  sterile 
technique  by  individuals  specifically  trained  in  in  situ  retrieval  and/or 
laboratory  removal  of  the  corneoscleral  segment.  Laboratory  removal 
must  be  performed  within  a  laminar  airflow  hood  or  cabinet  which  meets 
either  Federal  Standard  209(b)  as  a  Class  100  Hood  or  National 
Sanitation  Foundation  (NSF)  Standards  as  a  Class  II  or  Class  III  cabinet. 
For  in  situ  corneal  removal,  the  eye  shall  be  examined  with  the  use  of  a 
penlight  prior  to  excision. 

E1.300  Use  of  Short  or  Intermediate  Term  Preservation  Medium 

Eye  Banks  shall  use  an  appropriate  corneal  storage  medium  that  has 
been  manufactured  in  accordance  with  FDA  Good  Manufacturing 
Practices.  The  medium  shall  be  used  and  stored  according  to  the 
manufacturer's  recommendations  for  temperature,  date  and  other 
factors.  The  manufactured  medium  purchased  and  shipped  to  the  eye 
bank  shall  be  inspected  for  damage  upon  arrival.  The  lot  number  of 
medium  used  for  each  cornea  shall  be  recorded  on  the  tissue  report 
form  containing  the  unique  I.D.  number  of  the  tissue  to  allow  tracking 
and  recall. 

E1.400  Loog  Term  Preservation 

Some  eye  banks  employ  long-term  preservation  of  corneal  tissue,  such 
as  organ  culturing.  While  these  methods  are  not  in  widespread  use,  an 
eye  bank  that  uses  long-term  preservation  shall  carefully  document  the 
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procedure  in  their  procedures  manual,  and  adhere  to  rigid  aseptic 
technique. 

E1 .500  Whole  Globe  Presentation 

Procedures  for  whole  globe  preservation  may  be  found  in  the  EBAA 
Procedures  Manual.  Eye  banks  that  store  whole  eyes  for  lamellar  or 
refractive  keratoplasty  shall  employ  aseptic  practice  using  one  of  the 
preservation  methods  given  in  the  procedures  manual.  The  selected 
preservation  method  must  be  documented  in  the  eye  bank's  own 
procedures  manual. 

E1.600  Scleral  Preservation 

Various  methods  of  preserving  sclera  may  be  found  in  the  EBAA 
Procedures  Manual.  Eye  banks  shall  preserve  scleral  tissue  aseptically, 
using  one  of  these  methods.  The  selected  preservation  method  must 
be  documented  in  the  eye  bank's  own  procedure  manual. 

A  preservation  date  for  scleral  tissue  shall  be  indicated. 
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F1.000  Tissue  Evaluation 


The  ultimate  responsibility  for  determining  the  suitability  of  the  tissue  for 
transplantation  rests  with  the  transplanting  surgeon. 

F  1.1 00  Gross  Examination 

The  corneal-scleral  segment  shall  be  initially  examined  grossly  for  clarity, 
epithelial  defects,  foreign  objects,  contamination  and  scleral  color,  e.g., 
jaundice. 

F1 .200  Slit-lamp  Examination 

The  comea  shall  be  examined  for  epithelial  and  stromal  pathology  and 
in  particular  endothelial  disease.  Enucleated  whole  globes  shall  be 
examined  in  the  laboratory  prior  to  distribution  and/or  corneal  excision. 
If  in  situ  corneal  excision  is  performed,  examination  of  the  donor  eye 
anterior  segment  with  a  portable  slit  lamp  is  required.  After  corneal 
excision,  the  corneal-scleral  rim  shall  be  evaluated  by  slit  lamp 
biomicroscopy,  even  if  the  donor  eye  has  been  examined  with  the  slit 
lamp  prior  to  excision  of  the  comeaJ-sderal  rim,  to  insure  that  damage 
to  the  comeaJ  endothelium  or  surgical  detachment  of  Descemet's 
membrane  did  not  occur. 

The  minimum  information  that  must  be  documented  with  slit  lamp 
biomicroscopy  is  outiined  in  tiie  EBAA  Procedures  Manual. 

F1.300  Specular  Microscopy 

Specular  microscopy  may  provide  additional  useful  information  in 
screening  donor  corneal  tissue  to  determine  suitability  for 
transplantation.  If  the  eye  bank  utilizes  specular  microscopy,  it  must 
have  a  written  procedure  that  includes  how  information  is  used. 
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G1.000  Quality  Assurance 


Each  eye  bank  shall  have  a  formally  established  quality  assurance  program.  This 
program  shall  include  ongoing  monitoring  and  evaluation  of  activities, 
identification  of  problems,  and  development  of  plans  for  corrective  action.  These 
standards  shall  provide  the  basis  for  development  of  the  QA  program.  Each  eye 
bank  shall  document  all  aspects  of  its  QA  program  and  maintain  records  of  all 
QA  activities  for  a  minimum  of  seven  years.  These  include  any  corrective  or 
remedial  action  taken  for  detected  deficiencies.  These  records  shall  be  available 
for  review  at  the  time  of  site  visit  inspection. 

The  eye  bank's  quality  assurance  program  shall  include  a  method  for  the 
receiving  surgeon  to  report  adverse  reactions  from  the  transplantation  of  comeal, 
scleral  or  other  ocular  tissue  to  the  source  eye  bank  which  in  turn,  must  fonward 
the  adverse  reaction  information  within  a  reasonable  time  to  the  EBAA  office  for 
review  by  the  Medical  Standards  Policy  Subcommittee.  If  systemic  infectious 
disease  such  as  HIV,  hepatitis,  or  syphilis  develops  in  a  recipient,  whether  or  not 
it  is  suspected  to  be  due  to  donor  tissue,  this  must  be  reported  to  the  EBAA.  An 
Adverse  Reaction  file  shall  be  available  for  review  by  the  site  inspectors  at  the 
time  of  inspection  and  must  be  kept  for  a  minimum  of  seven  years.  Serious 
adverse  reactions  shall  be  reported  immediately  to  the  EBAA  office  for  review  by 
the  Medical  Advisory  Board.  The  Medical  Director  shall  receive  and  review  all 
adverse  reaction  reports,  documenting  any  corrective  actions  he/she  determines 
are  indicated. 

G1.100  Quality  Control 

The  Director  shall  prescribe  tests  and  procedures  for  measuring, 
assaying  or  monitoring  properties  of  tissues  essential  to  the  evaluation 
of  their  safety  for  transplantation,  e.g.,  hepatitis  B  surface  antigen  and 
human  immunodeficiency  virus  (HIV)  antibody,  and  to  conform  with 
federal  requirements  as  well  as  individual  state  laws.  *  Results  of  all  such 
tests  or  procedures,  together  with  evaluations  based  on  these  findings, 
shall  become  part  of  the  permanent  record  of  all  tissues  processed. 

G1.200  Testing 

If  an  eye  bank  performs  its  own  microbiologic  or  serologic  testing,  it 
must  meet  applicable  certification  requirements  established  under  the 
Clinical  Laboratories  Improvement  Act  (CUA).  Verification  of  satisfactory 
compliance  with  a  College  of  American  Pathologists  (CAP)  Proficiency 
Testing  Program  shall  be  available  at  the  time  of  site  visit  inspection. 

01 .210  Microbiologic  Culturing 

Cutturing  of  Eye  Bank  donor  eyes  is  advised  despite  tiie 
recognition  by  many  that  bacteriologic  contamination  01  donor 
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eyes  does  not  necessarily  lead  to  infection  and  that  presurgical 
or  surgical  cultures  may  not  correlate  with  postoperative 
infection  if  it  should  occur.  Cultures  may  be  performed  either 
before  and/or  at  the  time  of  surgery., 

A.  Presurgical  Cultures 

Eye  Banks  may  elect  to  perform  corneal-scleral  rim  cultures 
at  the  time  of  corneal  preservation  in  tissue  culture  medium. 
Positive  culture  reports  shall  be  reported  to  the  receiving 
surgeon  or  recipient  eye  bank. 

B.  Surgical  Culturing 

Each  eye  bank  shall  recommend  culturing  of  the  corneal- 
scleral  rim  for  corneal  transplantation,  or  a  piece  of  sdera  for 
scleral  implantation  at  the  time  of  surgery.  Positive  results  in 
cases  of  postoperative  infection  shall  be  reported  to  the  eye 
bank  that  procured  the  tissue  as  well  as  to  the  eye  bank  that 
distributed  the  tissue. 

G  1.220  Serologic  Testing 

Sections  G1.230  through  G1.270  specify  the  EBAA  required 
serologic  tests  which  must  be  performed  on  each  donor  from 
which  tissue  is  designated  for  surgical  use.  If  a  donor  has  had 
a  blood  transfusion  within  the  48  hours  preceding  cessation  of 
circulatory  function,  i.e.,  a  non-heart  beating  donor,  a  pre- 
transfusion  sample  should  be  obtained  for  each  required 
serologic  test. 

//  a  pre-transfusioh  sample  is  unavailable,  the  following  shall 
apply: 

•  If  an  adult  donor  has  received  4  or  more  units  of  whole 
blood  or  equivalent  within  48  hours  preceding  cessation  of 
circulatory  function,  the  donor  tissue  is  unacceptable  for 
transplantation. 

•  If  a  child  12  years  of  age  or  younger  has  received  any 
transfusion  of  whole  blood  or  non-sterilizable  fraction,  the 
donor  tissue  is  unacceptable  for  transplantation. 

The  tissue  under  these  circumstances  shall  be  considered 
potentially  hazardous  and  labeled  as  such  (See  Section 
G1.000) 
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G1.230  HIVSaeening 

All  member  eye  banks  must  have  operational  an  HIV  screening 
program  using  an  FDA  approved  test  for  all  donors  of  surgically 
designated  tissue.  A  negative  saeening  test  must  be 
documented  prior  to  release  of  tissue  for  transplantation. 

G1.240  Hepatitis  B  Screening 

All  member  eye  banks  must  have  operational  a  hepatitis  B 
screening  program  using  an  FDA  approved  test  for  hepatitis  B 
surface  antigen  for  all  donors  of  surgically  designated  tissue.  A 
negative  screening  test  or  neutralization  or  confirmatory  test 
must  be  documented  prior  to  release  of  tissue  for 
transplantation. 

G  1.250  Hepatitis  C  Screening 

All  member  eye  banks  must  have  operational  a  Hepatitis  C 
screening  program  using  an  FDA  approved  test  for  all  donors 
of  surgically  designated  tissue.  A  negative  screening  or 
confirmatory  test  must  be  documented  prior  to  release  of  tissue 
for  transplantation. 

G1.260  HTLV-I  and  HTLV-II  Screening 

Donor  screening  for  HTLV-I  and  HTLV-II  is  not  required. 
However,  if  donor  saeening  for  HTLV-I  and  HTLV-II  has  been 
performed,  a  negative  screening  test  must  be  documented  prior 
to  release  of  tissue  for  transplantation. 

G1.'270  Syphilis  Screening 

All  member  eye  banks  must  have  operational  a  syphilis 
screening  program  using  an  FDA  approved  test  for  all  donors 
of  surgically  designated  tissue.  If  the  screening  test  is  positive, 
a  negative  confirmatory  test  must  be  documented  before  tissue 
is  released. 
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H  1.000  Non-Surglcal  Donor  Tissue 


if  donor  tissue  is  provided  for  purposes  other  than  surgery,  e.g.,  research, 
practice  surgery,  etc.,  and  if  that  donor  tissue  is  not  screened  for  HIV,  Hepatitis, 
or  syphilis,  a  label  stating  that  screening  for  HIV-antibody,  Hepatitis  B,  Hepatitis 
C,  or  syphilis  has  not  been  carried  out  or  stating  'potentially  hazardous  biological 
material'  or  some  other  designation  acceptable  under  the  guidelines  of  the  CDC 
must  be  attached  to  the  container  used  for  the  donor  tissue  storage  and/or 
transport 
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11.000    storage 


All  surgical  tissue  shall  be  stored  in  quarantine  until  results  of  HIV,  HBsAg,  HCV, 
and  syphilis,  and  any  other  relevant  donor  screening  tests  have  been  recorded 
as  non-reactive. 

All  tissue  shall  be  stored  aseptically  at  a  temperature  appropriate  to  the  method 
of  preservation  used.  Eye  banks  must  precisely  document  their  procedures  for 
storage  of  corneal  tissue,  whether  it  is  in  the  form  of  the  whole  eye  or  the  cornea 
only  in  an  appropriate  medium. 
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Labeling 

Each  corneal  or  scleral  tissue  container  shall  be  dearly  and  indelibly  labeled  to 
include  at  least  the  information  below. 

1 .  Name  of  source  eye  bank. 

2.  Tissue  identification  number.  There  must  be  a  unique  identification  number 
for  each  ocular  tissue  or  faction  thereof  that  Is  distributed  for  surgical  use. 

3.  Type  of  tissue 

4.  Date  and  time  of  donor's  death. 

5.  Date  and  time  of  corneal/scleral  preservation. 

6.  Preservation  date  for  scleral  tissue  and  long-term  presen/ed  tissue. 

7.  A  statement  that  the  tissue  is  intended  for  single  patient  application  only  and 
that  it  is  not  to  be  considered  sterile  and  that  the  FDA  therefore  recommends 
culturing  or  reculturing. 

8.  A  statement  tiiat  the  tissue  was  procured  from  a  donor  who  was  non-reactive 
when  tested  for  HIV  antibody,  hepatitis  B  surface  antigen  (HBsAg),  hepatitis 
C  antibody  (HCV),  and  syphilis  using  a  test  approved  by  the  U.S.  Food  and 
Drug  Administi"ation  (FDA). 

9.  Type  of  preservation  medium. 
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K1 .000  Distribution  of  Tissue 

K1.100  Review  of  Donor  Medical  History 

Prior  to  distribution  of  tissue  for  transplantation,  the  Medical  Director  or 
his/her  designee  shall  review  and  document  the  medical  and  laboratory 
information  in  accordance  with  medical  standards. 

K1.200  Receivers  of  Tissue 

Tissue  shall  be  distributed  to  physicians,  dentists,  institutions  and  other 
eye  banks. 

K1.300  Fair  and  Equitable  System 

Eye  banks  shall  establish  and  document  a  system  of  distribution  that  is 
just,  equitable  and  fair  to  all  patients  served  by  the  eye  bank. 
Documentation  of  distribution  (time  and  date  of  requests  for,  offers  of, 
and  delivery  of  eye  tissue)  shall  be  available  for  inspection  by  the 
Certification  Committee.  Access  to  tissue  shall  be  provided  without 
regard  to  recipient  sex,  age,  religion,  race,  creed,  color  or  national  origin. 

K1.400  Returned  Tissue 

For  corneas  returned  and  redistributed,  tissue  transportation  and  storage 
Information  must  be  documented  and  made  available  to  the  eye  bank 
and  transplanting  surgeon. 
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L1.000  Documentation  to  Accompany  Donor  Tissue 

L1.100  Tissue  Report  Form 

A  copy  of  the  tissue  report  form  and/or  donor  screening  form  shall 
accompany  the  tissue.  The  tissue  report  form  shall  contain  the 
following: 

Name  of  (Source)  Eye  Bank 

Location  of  Eye  Bank 

Telephone  Number  of  Eye  Bank 

Eye  Bank  identification  number  unique  to  each  tissue  graft 

Type  of  preservation  medium 

Age  of  donor 

Cause  of  death 

Death  date  and  time 

Preservation  date  and  time 

Name  of  technician  who  enucleated,  excised,  and  evaluated  the  tissue 

Slit  lamp  report/date 

Specular  microscopy  report/date 

L1 .200   Package  Insert  Form 

A  "Package  Insert"  form  that  meets  the  EBAA  requirements  defined 
below  shall  accompany  the  tissue  for  transplantation.  This  form  shall 
include  the  following: 

1.  Recommended  storage  temperature  with  specific  emphasis  on  DO 
NOT  FREEZE. 

2.  That  the  surgeon  should  check  for  integrity  of  the  seal  and 
immediately  report  to  the  eye  bank  any  evidence  of  possible 
tampering. 

3.  That  color  change  per  the  manufacturer's  guidelines  may  indteate  a 
change  in  pH,  in  which  case  the  tissue  should  not  be  used  and  a 
report  made  immediately  to  the  eye  bank. 

4.  Whether  pre-surgical  microbiologic  cultures  were  performed  by  the 
eye  bank,  including  the  advisement  that  cultures  of  the  donor  rim  and 
sdera  should  be  performed  at  the  time  of  surgery. 

5.  The  form  shall  also  advise  the  receiving  surgeon  that  the  tissues  are 
delivered  with  no  warranty  as  to  merchantability  or  fitness  for  a 
particular  purpose,  and  that  the  receiving  surgeon  is  ultimately 
responsible  for  judging  if  the  tissue  is  suitable  for  use. 

This  information  may  be  included  on  the  eye  bank's  donor  screening  form  as 
k>ng  as  it  is  easily  noticed;  otherwise  a  separate  package  insert  form  is  advised. 
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L2.000  Packaging,  Sealing  and  Packing  for  Transport 

Each  tissue  shall  be  individually  packaged  and  sealed  with  a  tamper-proof  shrink 
wrap. 

The  tissue  shall  be  packed  in  a  water-proof  container  with  wet  ice,  so  as  to 
maintain  the  temperature  of  the  tissue  at  an  acceptable  level.  Packing  shall  be 
done  so  that  the  package  insert  and  tissue  label  do  not  become  wet.  Special 
Instructions  shall  be  included  on  a  Package  Insert.  See  Section  LI. 200. 
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M1.000  Eye  Bank  Records 

M1.100  Length  of  Storage 


All  records  shall  be  kept  for  a  minimum  of  seven  years  from  the  date  of 
transplantation/implantation. 

M  1.200  Confidentiality 

All  eye  bank  records  and  communications  between  the  eye  bank  and  its 
donors  and  recipients  shall  be  regarded  as  confidential  and  privileged. 

M  1.300  Donor  Screening  Forms 

Donor  screening  forms  shall  contain  information  regarding  the 
circumstances  surrounding  the  death  of  the  donor  and  adequate  medical 
history  so  that  the  suitability  of  the  tissue  for  transplantation  may  be 
judged. 

M1.400  Minimum  Information  to  be  Retained 

Forms  for  retaining  donor  and  recipient  infcmnation  shall  be  established 
for  pennanent  record  and  shall  be  readily  accessible  for  inspection  by 
the  EBAA  Accreditation  Committee.  Eye  Bank  records  shall  include  the 
following  minimum  information: 

See  Section  LI  .00  for  information  to  be  included  on  the  Tissue  Report 
Form. 

Eye  bank  identification  number  unique  to  each  tissue  graft 

Name  of  eye  bank 

Type  of  preservation  medium 

Preservation  media  lot  numbers 

Unique  donor  identification  number 

Name  of  donor  (or  if  import  tissue,  name  of  importing  eye  bank  and  their 

unique  ID  number) 
Age  of  donor 
Cause  of  death 
Death  date  and  time 

Enucleation  or  in-situ  excision  date  and  time 
Preservation  date  and  time 
Slit  lamp  report 
Specular  microscopy  0^  done) 
Name  of  enudeator/evaluator/technician 
Name  of  surgeon  receiving  tissue 
Redpient  identification  readily  identifiable  and  traceable  to  each  unique 

graft  identification  number  (See  Section  M  1.500) 
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Date,  time,  method  of  transportation 

Utilization  of  tissue:  i.e.,  surgical,  research,  ti^alning 

Printed  results  of  all  EBAA  required  serologic  screening  tests 

Microbiologic  screening  results  if  performed 

Microbiologic  reports  of  positive  donor  rim  cultures  from  the  receiving 

surgeon 
Adverse  reactions  if  reported 

M1.500  Recipient  Follow-up  Information 

Each  eye  bank  shall  retain  recipient  information  from  each  using  surgeon 
on  each  surgically  used  tissue.  This  information  shall  be  obtained  and 
retained  by  the  distaibuting  eye  bank. 

This  information  shall  include  the  following: 

Patient's  name 

Unique  identification  according  to  the  following  order  of  preference: 

Social  security  number 

Driver's  license  number 

Hospital  identification  number 

Alien  identification 

Passport  number 
Age 

Date  of  birth 
Diagnosis 

Name  of  surgeon  receiving  ti'ansplanting  tissue 
Date  of  surgery 
Location  of  surgery 
Post-operative  complications  (tissue  related) 

Scleral  tissue  may  be  stocked  at  an  institijti'on  only  if  it  is  for  single 
patient  use;  the  distributing  eye  bank  must  be  notified  of  the  recipient 
information  when  tissue  is  used  and  must  be  able  to  track  the  tissue. 
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N1.000  Amendments 

These  standards  may  be  amended  as  required. 


The  Medical  Advisory  Board  shall  be  charged  with  proposing  amendments  to 
these  standards  as  medical  technology,  techniques  and  information  require.  A 
comment  period  may  be  provided  prior  to  the  intended  effective  date. 
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HIV 7-10,  16,  18-21 

HIV  screening 18 

HTLV-I 9,  18 

HTLV-II    9,  18 

Human  pituitary-derived  growth  hormone 9 

Human  tissue 7 

In  situ    12,  13,  15 

Infection 6,  9,  10,  17 

Infection  control 6 

Inspection    2,  3,  6,  16,  22,  25 

Instruments  and  reagents   6 

Intermediate  term  preservation  medium    13 

Intraocular  lens  implant 9 

Intrinsic  eye  disease 8 

Iritis 9,  11 

Jaundice .15 

Kaposi's  Sarcoma 11 

Keratoconus 9 

Keratoglobus 9 

Label 19,  24 

Labeling 21 

Laboratories 6,  16 

Lamellar 9,  11,  14 

Laser  photoablation    9 

Laser  trabeculoplasty   9 

Leukemias 9 

Living  donors 12 

Maintenance 5,  6,  12 

Malignant  tumors 9 

Medical  director 3-6,  9,  12,  13,  16,  22 

Medical  examiner 11,  12 

Medical  history 12,  22,  25 

Medical  policy    13 

Medical  record 8,  1 1 

Medical  Standards  Committee 2 

Microbiologic  culturing    16 

Monitoring 6,  16 

National  Sanitation  Foundation  (NSF)  Standards 13 

OSHA   7 

Package  insert 23,  24 

Packing V ...  24 
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Penetrating  keratoplasty   2,  8,  9,  11 

Personnel 2-4,  7,  8,  13 

pH 23 

Positive  culture  reports 17 

Presen/ation 1.4-6,  11-14,  17.  20,  21,  23.  25 

Presurgical  cultures 17 

Procedures  manual 6,  12-15 

Procurement    1,  4,  13 

Proficiency  testing 16 

Progressive  multifocal  leukoencephalopathy 8 

Provisional  member    2 

Rerygia 9 

Quality  assurance 4,  6, 16 

Quality  control   3,  16 

Quarantined  tissue 5 

Rabies 8 

Radial  keratotomy 9 

Refractive  corneal  procedures 9 

Refrigerator 5 

Retinitis 9 

Retinoblastoma 8 

Returned  tissue 22 

Reyes  syndrome  .' 8 

Safety   5-7.  16 

Satellite  laboratories   6 

Sclera   14,  17,  23 

Scleritis   9 

Sclerosing  panencephalitis 8 

Screening    1,  8,  10,  11.  15,  18-20,  23,  25,  26 

Seal 23 

Septicemia 8 

Serologic  testing 16,  17 

Slit  lamp 15,  23,  25 

Specular  microscopy 15,  23,  25 

State  laws   16 

Stromal  pathology 15 

Surgical  culturing   17 

Syphilis    10,  16.  18-21 

Technical  staff   4 

Technidan  Subcommittee 5 

Time  inten/als 12 

Tissue  report  form    13,  23,  25 

Training 4,  8,  9,  26 

Transfusion    17 

Transplantation 1,  12,  15-18,  22,  23,  25 

Transplanting  surgeon 15,  22 

Transport V  19,  24 
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Universal  Precautions 7 

Uveitis .9 

Warranty   23 

Waste  disposal .7 
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Criteria  for  Accreditation  of  Eye  Banks 


Introduction 

The  Eye  Bank  Association  of  America  (EBAA)  strives  to  assure  the  quality  of  hunnan  eye 
tissue  provided  by  its  accredited  members  for  transplantation  and  surgical  use.  It  does 
this  primarily  through  its  Medical  Standards  and  procedures,  as  well  as  eye  bank  site 
inspections.  Criteria  for  eye  bank  accreditation  are  outlined  in  the  following  paragraphs. 
The  EBAA  provides  accreditation  through  its  peer  review  site  inspection  program.  Site 
visit  inspections  for  accreditation  or  reaccreditation  of  eye  banks  are  scheduled  by  written 
notification,  or  rriay  be  unannounced,  as  warranted. 

Accreditation  is  awarded  in  the  following  categories: 

Category  I: 

•  No  deficiencies  or  only  very  limited  deficiencies  with  none  in  the  areas  defined  as 
critical  or  absolute.  A  corrective  action  plan  must  be  provided  within  30  days  and 
corrective  action  completed  and  documented  with  verification  received  by  the 
Accreditation  Committee  within  ninety  (90)  days. 


Category  II: 


Limited  deficiencies  with  not  more  than  one  (1)  deficiency  within  the  areas 
defined  as  critical.  A  corrective  action  plan  must  be  received  within  sixty  (60) 
days  and  corrective  actions  completed  and  documented  with  verification  received 
by  the  Accreditation  Committee  within  six  (6)  months. 


Category  III: 


Deficiencies  which  are  more  frequent  and  may  include  up  to  two  (2)  deficiencies 
within  the  areas  defined  as  critical  and  up  to  four  (4)  additional  deficiencies  in  non 
critical  areas.  A  corrective  action  plan  must  be  received  within  sixty  (60)  days 
and  corrective  actions  to  be  completed  and  documented  with  verification  received 
by  the  Accreditation  Committee  within  six  (6)  months,  and  the  possible 
requirement  for  revisit  within  eighteen  (18)  months. 
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Accreditation  Denied: 


Frequent  or  numerous  deficiencies  which,  because  of  number,  inclusion  of  three 
(3)  or  more  deficiencies  from  the  critical  areas,  or  failure  to  appropriately  correct 
and  maintain  previously  cited  deficiencies  results  in  the  need  for  reinspection 
within  one  (1)  year,  a  written  corrective  action  plan  must  be  submitted  within  six 
(6)  months,  progress  reports  within  nine  (9)  months  and  a  revisit  in  twelve  (12) 
months. 


Defined  Critical  Areas: 

•     Medical  Standards  sections: 

C1.200  Medical  Director 

CI  .300  Technical  Staff 

C3.1 00  Functional  limited  access  laboratory 

C3.200  Appropriate  functional   equipment,   e.g.,   refrigerator  with   recording 

temperature  monitor 
C3.300  Sterilization  and  Supply  maintenance  with  appropriate  documentation 

and  indicators 
C3.400  Procedures  Manual 
C3.600  Infection   Control  and  Safety;   compliance  with  OSHA  regulations, 

adherence  to  Universal  Precautions,  and  written  exposure  control  plan. 
D  1.1 00  Screening  of  Donors 
01. 200  Documentation  of  donor  information  to  include  documented  report,  prior 

to  release  of  tissue,  of  autopsy  or  inquest,  if  performed. 
El. 200  Demonstration  of  satisfactory  corneoscleral  rim  removal  by  member  of 

each  technician  category  who  performs  such  procedure 
F1.200  Slit-lamp  Examination 
G1.200  G1.220/G1.230/G1.240  Testing 

FDA  approved  negative  or  nonreactive  testing  for  required  serologies 

with  documentation  prior  to  tissue  release 
J1 .000  Unique  identification  number  for  all  tissue  with  label  content  to  identify 

bank,  serology  and  donor  data  sufficient  to  trace  tissue 
K1.100  Review  of  donor  medical  history  by  the  Medical  Director  or  his/her 

designee  prior  to  release  of  tissue  for  surgical  use. 

Failure  to  comply  with  the  conditions  of  accreditation:  Submission  of  written 
corrective  action  plans,  and  accomplishment  of  corrective  actions  within  the  defined  time 
requirements  will  result  in  the  loss  of  accreditation  status.  The  txjrden  of  complying  with 
time  frames  and  deadline  dates  rests  with  the  eye  t)ank. 
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Prior  to  the  accreditation/reaccreditation  site  visit,  the  eye  bank  must  complete  a  check 
list  and  a  pre-visit  questionnaire  which  will  assist  both  the  eye  bank  and  the  inspectors 
in  preparing  for  the  visit.  The  eye  bank's  policy  and  procedure  manual  must  be  submitted 
to  the  assigned  site  visitors  twenty  (20)  working  days  prior  to  the  assigned  inspection 
date. 

Results  of  the  accreditation  site  visit  are  determined  by  decision  of  the  Committee  after 
a  thorough  review  of  all  information  and  materials  obtained  from  the  eye  bank  site  visit 
and  submitted  information,  computer  analysis  of  the  inspection  questionnaire  and 
inspector's  report.  Identity  of  eye  banks  are  masked  when  presented  for  discussion  and 
vote  by  the  Committee;  voting  is  by  written  ballot.  The  results  of  the  Committees*  actions 
are  communicated  to  the  eye  bank  by  letter  later  followed  by  a  detailed  explanation  of  any 
identified  deficiencies. 

Members  with  Category  I,  II,  or  III  Accreditation  status  retain  all  membership  privileges. 
Denied  accreditation  status  will  retain  membership;  however,  this  membership  is  without 
voting  or  committee  privileges,  dating  from  the  time  that  written  notification  is  received  by 
the  eye  bank. 
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I  am  Margery  Moogk,  manager  of  the  Northwest  Tissue  Center  In  Seattle,  Washington.  We  are  one  of 
many  nonprofit  regional  tissue  banks,  who  are  responsible  to  community  boards,  and  who  provide  most  of 
the  human  tissue  transplanted  across  theUnited  States. 

I  speak  In  favor  of  federal  regulatory  oversight,  not  because  there  have  been  many  probilems  with 
transplanted  tissue,  but  because  there  Is  a  need  to  ensure  that  jH  patients  have  equal  access  to  safe,  high 
quality  tissue.  The  availability  of  that  tissue  depends  on  the  generosity  and  altruistic  dedication  of  donor 
families  wtra  consent  to  donation,  so  I  urge  the  development  of  oversight  that  respects  the  Importance  of 
that  source  and  recognizes  the  challenges  inherent  in  a  system  where  donation  is  dependent  upon  the 
put)tk;'s  perception  of  integrity  and  fairness. 

Six  years  ago,  wfien  our  community  tientifled  the  need  for  a  tissue  bank,  a  tfrarough  search  was  done  to 
determine  what  requirements  must  be  met  to  establish  a  bank.  There  were  none  then,  and  there  are  none 
now.  The  Northwest  Tissue  Center's  founding  organizations,  the  regional  blood  bank,  the  designated 
organ  procurement  ager>cy,  and  the  ortfrapedic  department  at  the  state  university,  were  committed  to 
safety  and  high  quality.  They  sought  a  skilled  director,  they  established  a  community  board  to  review 
procedures,  and  their  executive  directors  continue  to  set  policy.  There  are  no  safeguards  in  place  to 
prevent  less  scrupulous  IndMduals  or  groups  from  establishing  tissue  banks. 

Because  any  negative  publicity  undermines  public  confidence,  we  must  be  concemed  not  only  about  our 
own  program,  but  about  tissue  banking  In  general.  We  rely  heavBy  on  public  perception,  both  of  our 
organlzatkxi  and  the  servk:es  It  provides. 

•  Donor  families  must  be  confident  In  the  bank's  stewardship  over  gifts. 

•  Health  care  professionals  wfK>  approach  famflies  must  trust  in  the  bank's  ethics. 

•  Physk;ian  users  and  transplant  recipients  must  be  confident  In  the  safety  and  quality  of  the 
seivk:es. 

•  The  community  that  supports  the  program  must  be  accorded  fair  access  and  reasonable  service 

In  spite  of  the  absence  of  regulatksn,  the  vast  majority  of  tissue  provMed  by  U.S.  tissue  banks  for  transplant 
Is  both  safe  and  of  high  quality.  Most  of  tfie  natk>n's  largest  tissue  banks  are  accredited  by  the  AATB  and 
have  chosen  to  comply  with  standards  that  control  donor  evaluatton  and  testing,  techniques  of  processing 
tissue  products,  distributton,  and  tracking.  The  good  record  of  safety  and  effectiveness  of  transplanted 
tissue  can  be  credited  in  large  part  to  the  efforts  of  this  organization's  memt>er  banks. 

Since  there  is  no  requirement  for  accreditation,  many  organizattons  have  chosen  not  to  join  or  be 
Inspected  by  AATB.  Some  of  them  may  be  operating  according  to  the  same  startdards,  but  ttiere  Is  no 
doubt  that  many  are  not  The  scope  of  the  problems  that  coukj  arise  as  a  result  of  the  lack  of  regulatory 
oversight  Is  hard  to  determine,  because  we  currently  have  no  way  of  even  determining  fiow  many  tissue 
banks  are  operating  outskje  of  the  AATB. 

Many  hospitals  are  unaware  ttiat  they  have  the  rBsponslt>lity  for  assuring  the  safety  of  tissue  for  their 
patients  wf)o  receive  tissue  transplants.  They  may  choose  a  tissue  supplier  only  by  comparing  fee 
schedules,  not  realizing  that  thtere  are  no  minimum  standards  to  which  all  tissue  banks  must  adhere.  As 
you  might  expect,  this  sJtuatkxi  has  resulted  in  the  entry  Into  this  arena  of  some  organizatk>ns  wfK>  see  an 
opportunity  to  take  advantage  of  a  weakly  monitored  environment  to  make  a  quick  profit  When  \he 
various  phases  of  tissue  recovery,  processing,  and  distributkxi  are  done  by  different,  loosely  linked 
organizattons.  there  is  less  likelihood  that  disease  transmisskm  coukJ  be  tracked  to  the  transplanted  tissue, 
even  If  k  were  the  responsible  agent 
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Donor  Screening 

While  modem  tissue  processing  may  resemble  manufacturing  in  many  of  the  techniques  used  to  prepare 
the  tissue  for  clinical  use,  we  must  remember  that  the  material  with  which  we  start  is  of  human  origin. 
There  will  always  be  some  risk  associated  with  tissue  transpiarrts,  because  each  donor  is  an  indivklual  with 
a  different  health  history. 

As  a  department  of  the  Puget  Sound  Blood  Center,  we  have  leamed  much  from  our  colleagues  In  the  blood 
banking  community  about  reducing  this  risk.  The  first  level  of  safeguanjs  involve  techniques  used  to 
screen  potential  donors. 

There  should  be  no  Incentives  to  donate.  Inducements  compromise  tfie  altruistic  commit- 
ment that  ensures  a  complete  and  accurate  health  and  social  history,  which  is  critical  to  the 
evaluation  of  the  appropriateness  of  the  donor. 

Specific  questions  about  health  and  social  history  must  be  asked  of  and  answered  by 
someone  who  can  reasonably  be  expected  to  fiave  knowledge  about  the  donor. 

A  thorough  review  of  each  potential  donor's  medical  chart  must  be  done  by  someone  who 
has  been  trained  to  evaluate  observations  for  their  implications  on  donor  and  tissue 
acceptability. 

importing  Tissue 

We  have  received  calls  from  brokers  offering  to  send  us  tissue  for  processing  from  Russia.  Eastem  Europe, 
and  Central  and  South  America.  This  raises  significant  concems  about  ensuring  safety.  If  tissue  is  to  be 
imported  from  outside  the  U.S..  very  strict  controls  must  be  put  in  place  to  ensure  the  same  standards  of 
donor  screening,  testing,  and  tissue  recovery,  because  of  the  potential  for  unknown  diseases  that  might  be 
transmitted. 

Tissue  banks  must  be  required  to  start  with  safe  tissue  and  design  processes  that  maintain  its  quality  while 
preparing  it  for  transplant  It  should  not  be  necessary  to  compromise  on  the  quality  of  the  input  to  ensure 
sufficient  tissue  to  meet  transplant  needs. 

Donor  Testing 

Donor  biood  testing  provkJes  the  second  level  of  protection  from  disease  transmission.  Again,  we  have 
leamed  from  blood  banks  that  screening  the  donor  population  to  exclude  the  high-risk  subgroup  jJSfSES 
testing  minimizes  the  chance  that  an  infected  donor  will  escape  Refection  by  the  tests.  Testing  serves  as 
the  safety  net  confirming  the  quality  of  the  donor. 

Untn  research  proves  otherwise,  it  should  be  assumed  that  any  disease  transmissible  by 
blood  is  also  transmissible  by  tissue.  The  same  battery  of  tests  should  be  required  for  both 
blood  and  tissue  donors. 

Wlien  a  new  test  is  lk:ensed,  banks  shoukJ  be  required  not  only  to  begin  testing  new  donors, 
but  also  to  test  retained  samples  of  blood  from  donors  whose  tissue  is  stHI  In  Inventory  before 
distributing  the  tissue. 
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Hepatitis  C  Study 

In  1990,  wtwn  the  first  test  for  hepatitis  C  was  licensed  and  tilood  banks  were  required  to  test  all  dorvirs, 
the  Northwest  Tissue  Center  concluded  that  the  risk  of  transmission  of  hepatitis  C  (HCV)  kjentified  by 
blood  banks  was  sufficient  evklence  to  begin  testing.  We  implemented  the  test,  tested  our  Inventory,  and 
although  not  required  to  do  so,  planned  to  track  and  test  any  recipients  of  tissue  from  donors  whose 
t>anked  blood  samples  tested  positive.  Our  hope  was  to  develop  definitive  proof,  positive  or  negative,  of 
the  transmisslbiiity  of  hepatitis  C,  but  no  patients  received  tissue  from  any  donors  vi^o  tested  positive. 
Positive  donors  had  been  deferred  for  other  reasons  -  either  screening  criteria  that  had  eliminated  them  or 
otfier  test  results. 

With  the  Introduction  of  the  more  sensitive  arvj  specific  secorxJ  generation  HCV  test  In  1992,  we  again 
deckjed  to  test  all  banked  dorrar  sera,  even  If  all  tissue  had  already  been  distributed  and  transplanted.  This 
time,  two  donor  sera  tested  positive.  These  donors  had  tested  negative  in  the  first  test.  We  discarded  four 
tissues  still  In  inventory  from  these  two  donors.  Our  records  showed  that  for  25  distributed  tissues,  we  had 
21  transplant  records  retumed  by  hospitals  Indicating  transplant  or  discard  that  kJentified  19  recipients  of 
tissue.  We  immediately  contacted  hospitals  to  whom  we  had  sent  the  four  tissues  for  which  we  fiad  not 
received  reports  of  use.  We  hoped  to  prevent  their  transplant  One  additional  recipient  was  kJentified,  one 
graft  was  discarded  at  our  request  by  the  hospital,  and  the  other  two  were  untraceable  by  the  receiving 
hospitals.  We  had  determined  the  ultimate  disposition  of  92%  of  the  distributed  tissue. 

Of  the  19  klentified  recipients,  1 1  were  ultimately  tested;  three  were  notified  by  their  surgeons  of  the  risk, 
but  were  not  tested.  One  physician  chose  not  to  notify  his  patient,  one  hospital  was  unable  to  find  the 
MentMed  recipient,  and  three  recipients  had  died  of  pre-existing  cancer. 

Generally,  physicians  were  slow  to  respond  to  notification.  The  majority  required  more  than  one  contact, 
some  as  many  as  five.  One  doctor  never  responded.  They  were  understandably  unenthusiastic  about 
communicating  the  possibflity  of  disease  exposure  to  their  patients.  We  were  surprised  to  hear  from  some 
that  part  of  their  reluctance  was  due  to  the  fact  that  they  had  not  previously  discussed  potential  risk  with 
their  patients.  Some  patients  did  not  even  know  they  had  received  tissue  In  their  surgeries. 

The  results  of  recipient  testing  showed  that  some  recipients  had  been  exposed  to  hepatitis  C.  Analyses 
using  nrKXiem  molecular  biology  techniques  ultimately  proved  that  the  virus  was  Menticai  In  one  donor  and 
two  recipients  of  his  tissue.  Tissue  from  the  other  donor  had  ail  been  irradiated  and  appears  not  to  have 
transmitted  the  hepatitis  C  virus.  None  of  the  recipients  have  any  physical  symptoms  of  disease  and  would 
not  have  been  klentified  as  having  been  exposed  by  tissue  transplant  had  it  not  been  for  this  proactive 
follow-up  study. 

Nothing  compels  hospitals  to  return  transplant  records  to  tissue  banks,  nor  does  any  regulation  require 
physteians  to  cooperate  in  follow-up  testing  of  their  patients,  even  when  there  is  reason  to  believe  those 
patients  may  have  been  exposed  to  disease. 
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Tracking  System 

From  our  experience  with  this  follow-up  study,  we  kJentlfled  the  need  to  Improve  the  retum  rate  of 
transplant  records.  Many  hospitals  had  felt  that  It  was  enough  If  they  were  recording  the  Identifying  donor 
informatton  In  patient  charts.  That  certainly  allows  tracking  from  patient  to  donor,  but  It  is  insufficient  for 
tracking  from  donor  to  all  recipients. 

Eariier  surveys  of  our  client  hospitals  Indicated  the  need  for  a  system  to  ensure  the  traceability  of  tissues. 
We  developed  a  log  book  in  which  thay  now  enter  informatton  on  tissue  as  they  receive  and  transplant  it  A 
barcoded  transplant  record  accompanies  each  graft  A  duplicate  Is  provided  for  the  patient  chart.  When 
the  tissue  Is  used,  the  hospital  returns  the  completed  record  to  the  Tissue  Center,  where  the  transplam 
Jnfonnatlon  Is  added  to  our  database  files.  We  periodically  send  each  hospital  a  computer-generated 
report  listing  tissue  sent  to  them  for  which  we  have  not  received  transplant  records.  We  ask  that  they 
compare  the  list  with  their  log  entries  and  confinn  that  they  stDl  have  the  tissue  In  their  inventories  or  notify 
us  of  its  disposition. 

It  Is  not  a  complex  system,  but  It  is  successful.  We  can  now  track  with  greater  than  90%  efficiency; 
however,  we  think  this  should  be  100%  Cooperation  is  entirely  voluntary,  but  hospitals  now  recognize  the 
simOaritles  between  tissue  and  Wood  products,  so  tracking  tissue  use  seems  reasonable  to  them.  Most  of 
our  tissue  Is  used  in  hospitals,  so  if  the  JCAHO  required  and  Inspected  for  comprehensive  tissue  tracking.  It 
would  reinforce  our  efforts  to  Involve  hospitals.  Tissue  banks  cannot  track  tissue  to  patients  without  the 
cooperation  of  the  client  hospitals,  clinics,  surgeons,  and  dentists  who  have  information  about  the  specfflc 
patient  recipients,  if  the  national  health  care  initiative  results  in  a  unique  Wentifying  number  for  each 
patient  reaching  all  patients  who  received  tissue  from  a  donor  would  be  simplified. 

A  thorough  and  consistent  tracking  system  also  provWes  tissue  banks  with  the  basis  for  follow-up  studies 
to  estat)llsh  iongtenn  outcomes,  allowing  assessments  of  processing  protocols  and  comparisons  between 
various  products  used  in  similar  surgical  applications.  Tracking  and  follow-up  can  contribute  Important 
information  on  problems  with  procedures,  too. 

Tissue  banks  should  be  required  to  Investigate  and  report  all  adverse  outcomes,  and  data  should  be 
centrally  analyzed  to  determine  if  changes  are  needed  to  Improve  tissue  safety  or  quality. 

LabellnQ  Requirements 

Tissue  labeling  should  Wentify  the  importance  of  reporting  to  ttie  supplying  tissue  bank  any  infonnation  on 
poor  patient  outcome  potentially  related  to  the  transplanted  tissue.  It  should  also  Indicate  tiiat  each  graft  is 
for  single  patient  use  only.  Our  tracking  experience  revealed  one  case  where  a  graft  had  been  dMded. 
One  part  had  been  transplanted,  and  the  other  had  been  frozen  for  future  use.  Tissue  banks  cannot  track 
all  tissue  from  a  donor,  if  others  subsequentiy  process  grafts  and  transplant  them  to  more  than  one 
redpierrt 

Labeling  should  also  Include  Information  Mentifying  organizations  involved  in  the  recovery,  processing,  and 
distribution  of  the  tissue  and  any  processing  techniques,  reskjuals,  or  additives  that  may  impact  tine  quality 
of  the  graft  or  the  patients  tolerance  of  it.  Unifonn  standards  for  donor  screening  and  testing  would  make 
It  unnecessary  to  lat>el  with  risks,  since  medical  practitioners  could  be  assured  that  they  would  be  only  the 
same  minimal  risks  associated  with  Wood  transfustons.  Nor  should  labeling  be  required  to  limit  the  way 
human  tissue  is  used  in  the  practtoe  of  medicine,  other  than  specifying  "for  human  use". 
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Testimony.  Maraerv  Moook.  NTC  (Continued) 

Summary 

AATB  tissue  banlcs  have  t>een  providing  safe,  high  quality  tissue  for  transplant  We  are  anxious  to  help 
craft  reasorut)le  legislation  to  accomplish  regulatory  oversight  that  protects  the  Interests  of  our  donor 
famUles,  encourages  the  participation  of  the  caregivers  that  help  us  identify,  approach,  and  evaluate 
potential  dorrars,  sets  appropriate  standards  for  tissue  banks,  and  establishes  required  tracking  of  all 
transplanted  tissue. 

We  urge  that  regulations  focus  on  licensing  the  organization  to  perform  In  accordance  with  defined 
standards  those  procedures  for  which  permits  have  been  granted.  We  do  not  see  a  need  for  separate 
product  licenses,  especially  for  preparations  and  applications  that  have  a  long  history  of  use  by  medical 
practitioners. 

We  wHi  meet  our  obligations  to  provide  safe,  high  quality,  tissue  if  we: 

Begin  with  donors  who  have  clear  medical  and  social  histories  as  determined  by  direct  famDy 
interview  and  records  review 

Confirm  safety  with  donor  testing,  and  bank  sera  and  tissue  samples  to  allow  inventory  testing 

Process  in  accordance  with  defined  standards 

Provide  instructive  labeling  that  gives  guidelines  for  the  safe  use  of  tissue,  but  that  does  not  limit 
Its  use  by  medical  practitioners 

institute  comprehensive  tracking  and  adverse  outcome  reporting,  and  initiate  process 
improvement  t>ased  on  new  knowledge 

We  teamed  from  our  first  experience  with  the  FDA,  when  they  began  regulating  human  heart  valves  as 
manufactured  devices,  that  oversight  can  result  in  Improved  process  control.  We  also  leamed  that  if  it  is 
not  appropriately  designed,  it  may  limit  access  to  tissue  and  dramatically  increase  the  cost  of  providing 
tissue,  without  demonstratily  improving  safety  or  quality.  It  will  be  crucial  tfiat  regulation  not  be  so 
restrictive,  cumbersome,  or  expensive  that  it  unnecessarily  limits  improvements  or  innovations  In  this  still 
relatively  new  area  of  medical  treatment. 
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TESTIMONY  OF 

STEVEN  G.  ANDERSON 

PRESIDENT,  CRYOLIFE,  INC. 

Before  the 

Subcommittee  on  Regulation, 

Business  Opportunities,  and  Technology 

Committee  on  Small  Business 

U.S.  House  of  Representatives 

October  15,  1993 

Good  morning  Mr.  Chairman  and  members  of  the 

Stibcomnittee .   Hy  name  is  Steven  G.  Anderson,  and  I  eun  the 

President  and  Co-founder  of  CryoLife,  Inc.  of  Marietta,  Georgia. 

I  euii  pleased  to  have  the  opportxinity  to  share  some  of  our  views 

on  tissue  regulation.   I  am  especially  pleased  to  appeau:  before 

the  Committee  on  Small  Business,  because  CryoLife  is  a  small 

business  success  story  of  the  kind  that  this  Committee  seeks  to 

foster. 

Founded  in  1984,  CryoLife  processes  and  preserves  human 

cells  and  tissues  for  transplant.   CryoLife  does  not  procure 

tissue;  it  provides  services  to  139  organ  emd  tissue  banks  which 

do.   Our  specialty  is  ultra-cold  preservation  of  human  heart 

valves.   Since  1984,  over  900  physiciems  at  350  medical  centers 

in  the  United  States  have  implanted  more  than  15,000  CryoLife 

valves,  more  than  sixty  percent  of  which  were  used  to  treat 

children  with  congenital  heart  defects.   In  1993,  we  expect  to 

process  tissue  from  over  3,400  donors. 


CryoLife,  Inc. 


The  Leooe.  «i  Iron»tt«  P.«e~oi«)n-  (404)9521«i0 

(800)  43M2U 
(BOO)  33^6406  m  Conodo 
FAX  (404)  953^740 
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CryoLife  also  preserves  human  veins  and  connective 
tissue  for  transplant.   The  veins  we  preserve  are  used  for 
coronary  bypass  when  the  patient's  own  vein  is  not  available,  and 
in  peripheral  vascular  reconstruction,  which  can  save  limbs  that 
might  otherwise  be  amputated.   Our  connective  tissues  -  tendons, 
menisci  and  ligeunents  -  are  used  to  repair  soft  tissue  injuries 
of  the  knee,  such  as  those  that  have  ruined  the  careers  of  many 
athletes . 

We  are  proud  of  CryoLife' s  advanced  technology,  but  we 
know  that  tissue  preservation  science  is  still  in  its  infancy. 
Further  preservation  research  may  permit  us  to  transplant  more 
hximan  tissues  -  cartilage,  nerves  and  trachea,  for  exeimple  -  and 
may  improve  our  methods  of  preserving  tissues  already  being  used, 
for  example,  to  further  reduce  the  possibility  of  infectious 
disease  transfer.   It  is  for  these  reasons  that  CryoLife  has  a 
significant  research  and  development  commitment. 

CryoLife's  R&D  successes  include,  for  example,  a 
viral  inactivation  solution  for  orthopedic  tissues  that  kills 
yeasts,  bacteria,  fungi  and  many  viruses  —  including  HIV  and 
hepatitis  —  on  contact.   CryoLife's  most  exciting  current 
research  is  the  Synergraft™,  which  is  a  pig  valve  matrix  that  has 
a  patient's  own  cells  grown  on  it.   Using  the  patient's  own  cells 
could  virtually  eliminate  the  possibility  of  rejection,  and  using 
a  pig  valve  matrix  will  virtually  eliminate  the  supply  problems 
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caused  by  the  shortage  of  donated  tissue.   Animal  trials  are 
planned  to  begin  in  1995,  with  human  trials  scheduled  for  1997. 

We  have  also  developed  a  bio-adhesive  that  is  used  to 
seal  suture  lines  and  to  promote  would  healing.   This  unique 
surgical  glue  is  really  a  cloned  blood  clot  derived  from  human 
fibrinogen.   Animal  trials  are  scheduled  to  begin  in  March  1994 
with  human  clinical  trials  expected  to  begin  in  late  1994  or 
early  1995. 

With  that  background,  I  want  to  turn  to  some  of  the 
regulatory  issues  that  we  have  all  been  thinking  about.   First, 
however,  I  want  you  to  know,  Mr.  Chairman,  how  pleased  I  eun  that 
you  have  recognized  the  need  for  action,  and  how  impressed  I  am 
that  you  and  your  staff  have  reviewed  the  issues  and  considered 
the  policy  options  so  carefully. 

We  at  CryoLife  believe  that  several  principles  should 
guide  the  development  of  human  tissue  legislation.   First  is  the 
principle  that  patient  health  and  safety  is  paramount,  and  that 
the  regulatory  process  should  rigorously  and  aggressively  protect 
the  patient.   Second,  legislation  should  not  create  barriers  to 
innovation,  because  innovation  saves  lives.   Third,  legislation 
should  establish  a  system  that  does  not  overwhelm  regulatory 
resources,  but  rather  lets  the  regulators  do  their  job 
efficiently  and  well.   Let  me  address  each  of  these  briefly. 
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First,  legislation  should  maximize  patient  protection. 
Although  tissue  processing  and  transplantation  has  been 
relatively  safe,  this  industry  needs  a  strong  and  fair  system  of 
regulating  human  tissue  products,  and  a  strong  and  fair  regulator 
to  implement  that  system.   The  regulatory  system  must  minimize 
the  risk  of  infectious  disease  transmission,  ensvire  that  tissue 
does  what  it  is  represented  to  do,  and  ensure  that  it  is 
processed  in  a  reproducible  way  that  leaves  no  room  for  the 
distribution  of  substandard  tissue. 

As  your  draft  bill  suggests,  mandatory  standards  to 
prevent  infectious  disease  transmission  would  be  a  good  start. 
These  should  include  mandatory  donor  screening  and  serological 
testing,  and  a  universal  tracking  system  to  ensure  that  tissue 
can  be  traced  from  donor  to  recipient,  and  back.   We  also  need 
good  manufactviring  practices-type  rules  -  regulations  that  accept 
a  product's  design  but  require  a  careful  and  meticulous  approach 
to  processing.   These  impose  valuable  discipline  on  even  the  most 
careful  provider. 

A  licensing  system,  as  your  bill  would  establish,  has 
the  potential  to  ensure  that  only  tissue  facilities  that  follow 
the  rules  can  process  tissue.   But  the  goal  of  patient  protection 
demands  that  FDA,  not  the  industry,  manage  the  system.  Ensuring 
the  safety  and  efficacy  of  transplanteUale  tissue  —  which  has  the 
proven  potential  to  transmit  HIV  and  hepatitis  —  is  too 
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important  to  be  delegated  to  an  industry-oriented  private 
accrediting  body.   Self  regulation  by  an  industry-dominated 
accrediting  body  will  never  be  as  rigorous  or  as  aggressive  as 
government  regulation,  and,  consequently,  will  not  as  effectively 
protect  patients. 

In  the  past,  CryoLife  has  urged  FDA  to  regulate  without 
delay.   CryoLife  both  accepted  FDA's  regulation  of  allograft 
heart  valves  as  medical  devices,  and  cooperated  fully.   We  have 
spent  two  years  preparing  a  PHA  to  obtain  FDA  approval  which  we 
expect  to  submit  by  November  1.   Whatever  legislative  approach  is 
teJcen,  we  hope  it  will  recognize  our  effort.   If  FDA  is  now 
awaiting  Congressional  action,  then  we  would  like  to  see  Congress 
act  as  quickly  as  possible  and  we  appreciate  your  effort  in  that 
regard,  Mr.  Chairman.   In  the  meantime,  with  minimal  effort,  FDA 
could  get  started.   If  FDA  would  require  tissue  facilities  to 
register  and  identify  their  products,  there  would  be  a  base  of 
information  as  to  what  is  being  procured  and  processed  and  by 
whom  -  a  base  that  could  expedite  whatever  regulatory  process  is 
eventually  implemented. 

Let  me  move  on  to  mv  second  principle  -  that 
legislation  should  not  discourage  innovation.   As  the 
Constitution  recognizes,  scientific  progress  benefits  the  public. 
Innovation  can  help  sick  patients,  make  physicians  more 
effective,  and  reduce  the  cost  of  health  care.   This  country's 
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excellent  medical  care,  including  its  tissue  processing  industry, 
is  in  large  part  based  on  innovations.   But  significant  advances 
remain  to  be  accomplished,  and  so  it  is  important  that  a 
regulatory  scheme  does  not  discourage  the  creative  process. 

There  are  several  ways  in  which  regulatory  schemes  can 
block  innovation.   One  is  to  freeze  technology  too  soon  -  before 
it  is  as  good  as  it  might  get  with  further  research  and 
development.   Freezing  manufacturing  processes  into  public 
standards  regulations  -  in  this  case,  specific  methods  of  tissue 
retrieval  and  processing  -  creates  that  risk.   Once  a  process  is 
cast  in  regulation,  it  is  extremely  difficult  to  change,  partly 
because  regulation  writing  is  time  consuming  and  resource 
intensive,  and  partly  because  changes  are  always  opposed  by 
vested  interests  wedded  to  the  old  ways  of  doing  things. 

To  avoid  these  problems,  FDA  has  been  devising  more 
flexible  alternatives  to  standards  regulations.  For  several 
years  FDA's  Center  for  Biologies  has  in  the  biotechnology  area 
been  moving  from  rigid  regulatory  standards  to  more  flexible  and 
informal  "points  to  consider."  This  is  an  important  precedent 
for  tissue.   We  should  not  lock  in  today's  tissue  processing 
technology  or  mandate  just  one  way  of  doing  things.   I  would  not 
choose  to  regulate  manufacturing  processes  by  means  of  public 
standards.   If,  however,  we  are  to  have  standards  that  specify 
manufacturing  processes,  the  legislation  should  mandate  that 
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those  standards  be  broad  enough  to  accommodate  different 
processes  and  flexible  enough  to  accommodate  next  year's 
inventions . 

Another  way  in  which  regulatory  schemes  can  block 
innovation  is  to  fail  to  provide  for  the  protection  of 
intellectual  property  and  proprietary  business  information. 
Research  and  development  is  both  risky  and  expensive;  many 
inventors  and  small  businesses  have  spent  vast  amounts  of 
resources  without  creating  a  useful  product  or  technique. 
Encouraging  that  sort  of  risk-taking  requires  that  inventors  be 
able  to  benefit  from  their  successes.   And  they  are  unlikely  to 
even  recover  their  investment  -  let  alone  benefit  -  if  their 
proprietary  trade  secret  information  is  publicized,  as  some  would 
encourage,  as  part  of  the  regulatory  process.   This  is  not  to  say 
that  innovations  should  be  denied  to  others.   To  the  contrary, 
CryoLife's  inventions  are  all  available  to  others.   But  they  are 
available  under  licenses  that  provide  the  inventor  a  time-honored 
reward  for  the  risk  undertaken. 

The  Food,  Drug,  and  Cosmetic  Act  has  long  provided 
direction  on  how  to  accommodate  both  patient  protection  and 
intellectual  property  rights.   Since  1938,  for  example.  Section 
301 (j)  has  prohibited  the  release  of  trade  secrets.   This  does 
not  prevent  FDA  from  releasing  appropriate  health  and  safety 
information  related  to  products  it  reviews.   But  it  does  not 
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release  trade  secrets.   The  principle  has  worked  as  well  for 
products  based  on  human  tissues,  for  example,  blood-based 
biologicals  and  products  based  on  human  cell  lines,  as  for  other 
products.   The  same  principle  will  be  applied  to  human-derived 
gene  therapies  and  somatic  cell  therapies  as  they  reach  the 
approval  stage,  and  it  should  be  applied  to  human  tissues  as 
well. 

Finally,  legislation  should  establish  a  svstem  that 
does  not  overwhelm  regulatory  resources.   None  of  us  want  to  be 
inspected  by  an  untrained  inspector,  or  subjected  to  regulations 
that  misconceive  our  work.   To  avoid  that,  adequate  funding  is  a 
necessity,  and  we  understand  that  FDA  does  not  currently  have 
sufficient  resoiurces  to  do  an  effective  job.   Although  I  would 
prefer  to  see  FDA's  regulatory  activities  funded  through 
appropriations,  I  would  certainly  prefer  modest  and  balanced  user 
fees  to  no  regulation,  or  misguided  regulation. 

Thank  you  for  the  opportunity  to  appear  on  this 
important  subject.   I  will  be  glad  to  answer  any  questions. 
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Testimony  of  the  American  Association  of  Tissue  Banks 

Presented  by  D.  Ted  Eastlund,  MD.,  President 

House  Committee  on  Small  Business 

Subcommittee  on  Regulation,  Business  Opportunities  and  Technology 

October  15, 1993 

Representative  Wyden,  Senator  Simon,  Members  of  the  Committee,  Ladies  and  Gentlemen: 

My  name  is  Ted  Easdund.  I  am  a  physician,  medical  director  of  a  regional  tissue  bank  in  St  Paul 
Minnesota,  and  President  of  the  American  Association  of  Tissue  Banks.  AATB  is  die  national 
organization  that  represents  more  than  850  individual  and  institutional  members  who  retrieve, 
process,  store,  and  distribute  human  tissue  for  transplantation.  Our  accredited  institutional 
members,  die  major  banks  in  this  country,  provide  bone,  skin,  semen  and  cardiovascular  tissue  for 
transplantation. 

Established  in  1976,  our  chief  goal  has  been  to  facilitate  die  distribution  of  transplantable  tissues 
of  uniform  high  quality  sufficient  to  meet  national  needs.  In  order  to  accomplish  this  objective  we 
have  developed  three  important  programs. 

1.  Publication  and  continual  review  of  standards  for  tissue  banking. 

2.  Development  of  a  program  of  inspection  and  accreditation  that  helps  to  ensure  that 
tissue  banks  are  in  compliance  with  these  standards. 

3.  Provision  of  training  for  personnel  who  work  in  this  field  to  encourage  efficiency 
and  professionalism.  To  date  die  Association  has  trained  and  certified  more  than  500 
tissue  bank  specialists  for  their  expertise  in  recovery,  processing,  storage  and  distribution 
of  human  tissue  for  use  in  transplantation.  The  Association  is  developing  training  and 
certification  programs  for  reproductive  tissue  specialists. 

We  believe  that  our  voluntary  standards  and  accreditation  program  have  served  the  public  well 
over  the  years.  However,  we  are  here  today  to  offer  our  views  on  possible  federal  oversight  such 
as  the  proposal  outiined  in  Representative  Wyden's  bill,  the  Human  Tissue  for  Transplantation  Act 
of  1993. 

All  major  U.S.  banks  are  either  accredited  or  pursuing  accreditation  by  the  Association  at  this 
time.  However,  no  voluntary  system  has  die  enforcement  powers  to  mandate  the  compulsory 
registration  of  all  tissue  banks,  compliance  with  uniform  donor  screening  criteria  or  imposition  of 
a  system  to  track  the  disposition  of  tissue  fi^om  donor  to  recipient  and  back  —all  important 
principles  that  need  to  be  embodied  in  any  regulatory  program. 

Representative  Wyden's  bill  provides  a  framework  for  the  regulation  of  tissue  banking  and  I 
will  limit  my  comments  and  recommendations  to  those  that  would  build  upon  the  proposed 
legislation.  Tissue  banks  who  will  speak  today  after  me  may  go  into  greater  detail,  but  the 
Association  has  their  support  of  the  following  recommendations. 
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Key  actions  that  should  be  emphasized  in  any  tegisiative  initiative  include: 

♦  Require  immediate  compulsory  registration  of  all  tissue  banks  to  determine  the  scope  of 
tissue  banking. 

«      Establish  uniform  donor  selection  requirements  to  ensure  the  lowest  possible  risk  of  disease 

transmission  to  patients. 
«      Oversee  all  tissues  under  a  single  regulatory  scheme. 

♦  Require  hospitals,  physicians'  and  dentists'  offices,  and  other  health  care  facilities  to  track  the 
handling  and  disposition  of  tissues  to  ensure  their  traceability.  One  way  to  accomplish  this 
would  be  to  make  tracking  a  requirement  for  eligibility  for  direct  or  indirect  Medicare  or 
Medicaid  reimbursement  in  any  national  health  care  program  such  as  die  President's 
American  Health  Security  Act  Included  in  this  provision  should  be  a  requirement  for  the 
uniform  reporting  of  suspected  or  actual  incident  of  disease  transmission. 

Correspondingly,  we  would  like  to  see  the  following  concerns  addressed: 

♦  Exempt  from  premarket  approval  those  human  tissues  currently  in  common  use  to  ensure 
continued  recovery  and  distribution  of  needed  transplantable  tissue  implants. 

♦  Apply  equal  regulatory  oversight  to  tissue  imported  into  the  United  States. 

♦  Appoint  persons  actively  involved  in  tissue  banking  to  the  Tissue  Advisory  Committee 
proposed  in  the  bill. 

♦  Delete  human  hean  valves  from  the  Qass  in  Medical  Device  classification  and  include  them 
in  the  provisions  of  this  legislatioa 

Hnally,  the  Association  does  not  support  the  legislation's  recommendation  that  user  fees  fund  this 
regulatory  program.  The  Association  calculates  that  tissue  banks  in  the  U.S.  generate  annual 
gross  revenues  of  less  than  $100  million.  (As  an  aside,  we  are  currentiy  in  tiie  process  of 
obtaiiung  more  accurate  financial  data,  and  look  forward  to  providing  your  Subcommittee  with 
this  information.)  It  has  been  estimated  that  the  cost  of  tiiis  regulatory  program  would  approach 
$5  million.  User  fees  of  this  magnitude  cannot  be  absorbed  by  tissue  banks  witiiout  passing  them 
tiuDugh  directiy  to  patients  who  undergo  treatment  using  human  tissue  grafts.  Further,  tissue 
banks  depend  on  freely  donated  materials.  It  is  important  that  the  service  fees  for  providing  tiiese 
grafts  be  maintained  at  reasonable  levels  so  as  not  to  jeopardize  the  public's  willingness  to  donate. 
Increasing  the  cost  of  pursuing  this  scarce  resource  might  also  be  the  straw  tiiat  breaks  the  camel's 
back  for  many  small  but  excellent  tissue  banks.  Altiiough  tissue  banking  is  but  a  small  part  of 
health  care,  increases  in  health  care  costs  are  never  welcome,  particularly  not  at  this  time. 

In  conclusion,  the  American  Association  of  Tissue  Bariks  appreciates  the  opportunity  to  present 
our  views  on  the  proposed  Human  Tissue  for  Transplantation  Act  of  1993.  We  believe  die  bill 
provides  a  sound  frmneworic  for  the  regulation  of  tissue  banking.  The  Association  is  prepared  to 
work  closely  witii  Uie  Subcommittee  staff  in  developing  federal  policy  that  will  ensure  the  safety 
of  banked  human  tissue  while  ensuring  the  continued  supply  of  needed  transplants  for  future 
generations. 
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Good  morning  Chairman  Wyden  and  Members  of  the  Subcommittee. 

My  name  is  Randolph  May,  and  I  am  National  Head  of  Tissue  Services  of  the  American 
Red  Cross.  I  was  a  founding  member  of  the  American  Association  of  Tissue  Banks,  and  have 
served  on  the  Board  of  Governors  and  the  Executive  Committee  of  that  organization.  I  am  also 
a  past  president  of  the  International  Society  for  Cryobiology. 

The  American  Red  Cross  welcomes  the  opportunity  to  testify  today  before  this  committee 
on  the  subject  of  the  regulation  of  human  tissue  used  for  medical  therapy.  It  is  estimated  that 
more  than  10,000  tissue  donors  annually  supply  more  than  500,000  pieces  of  tissue  for 
transplantation  into  our  fellow  Americans  suffering  from  disease  and  trauma.  With  the  n^id 
growth  of  this  very  effective  medical  treatment  comes  the  need  for  increased  scrutiny  to  protect 
the  public  health  and  to  ensure  the  continued  viability  of  human  tissue  transplantation  services. 
For  these  reasons,  the  American  Red  Cross  commends  Chairman  Wyden  and  this  Subcommittee 
for  their  leadership  in  proposing  legislation  to  address  the  issue  of  enforceable  regulatory 
standards  for  the  tissue  industry.  We  also  thank  Senator  Simon  for  his  thoughtful  attention  to 
this  important  issue.    - 

The  American  Red  Cross  has  provided  transplantable  human  tissue  to  the  American 
public  since  1984  by  undertaking  much  needed  procurement,  processing,  storage  and  distribution 
of  human  tissue  throughout  the  United  States.  This  tissue  is  distributed  through  our  32  regional 
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tissue  banks  which  serve  25  states.  We  supply  liuman  bone,  heart  valves,  veins,  skin,  tendons, 
and  cartilage  for  transplantation,  so  recipients  can  walk,  hear,  and  recover  from  bums  and 
trauma.  Currently,  we  distribute  about  20%  of  all  tissues  used  for  transplantation  in  this 
country.  The  Sta"<!a''^S  of  the  American  Red  Cross  Tissue  Services,  which  are  updated 
annually,  are  the  most  demanding  in  the  industry.  We  are  proud  that,  for  nearly  a  decade,  we 
have  supplied  hundreds  of  thousands  of  pieces  of  transplantable  tissue  without  a  single  reported 
incidence  of  transmission  of  infection. 

As  you  will  hear  today,  U.S.  tissue  for  transplantation  has  had  a  good  record  of  safety 
and  efficacy.  This  is  due  in  no  small  measure  to  the  self-regulatory  activities  of  the  Americans 
Association  of  Tissue  Banks  (AATB),  which  was  founded  in  1976.  This  organization  has 
produced  industry-wide  standards,  has  inspected  and  accredited  tissue  banks,  and  has  conducted 
tissue  bank  specialist  examinations  and  certified  tissue  bank  workers. 

Tissue  procurement,  distribution  and  transplantation  efforts  in  the  United  States  are  safe 
because  organizations  like  the  American  Red  Cross  and  others  maintain  high  voluntary  standards 
and  procedures.  However,  we  are  concerned  that  as  tissue  banking  efforts  increase  and  broaden, 
new  entrepreneurs  entering  the  tissue  banking  field  may  be  motivated  by  purely  commercial 
interests  and  may  not  adhere  to  the  same  strict  standards  as  does  the  Red  Cross.  This  will 
increase  the  likelihood  of  substandard  tissue.  AATB  estimates  that  there  are  already  about  400- 
SOO  unregistered  organizations  engaged  in  the  procurement,  processing,  storage,  and  distribution 
of  human  allograft  tissues.   It  is  very  important  for  the  Congress  to  address  the  issue  of  tissue 
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bank  regulation  at  this  time  -  not  because  there  is  a  problem  in  tissue  safety  now,  but  because 
there  is  a  potential  problem  that  can  be  avoided  by  foresight  and  governmental  action. 

The  Need  for  Enforceable  Standards 

The  American  Red  Cross  feels  strongly  that  appropriate,  enforceable  federal  standards 
are  needed  both  to  ensure  the  continued  safety  of  the  people  who  depend  upon  human  tissue  to 
sustain  or  improve  the  quality  of  their  lives  and  to  foster  continued  public  support  for  the 
collection  and  use  of  transplantable  tissue.  We  have  been  working  to  promote  the  adoption  of 
federal  standards  since  1991  and  our  Board  of  Governors  formally  adopted  this  position  in 
January  1992.  We  believe  that  safety  and  public  support  will  be  maintained  if  the  Food  and 
Drug  Administration  (FDA)  (1)  registers  and  licenses  all  tissue  banks,  whether  they  engage  in 
procurement,  processing,  storage,  or  distribution;  (2)  establishes  standard  tissue-specific  donor 
screening  procedures;  and  (3)  develops  effective  tracking  procedures  in  order  to  identify  the 
source  of  any  infection  after  transplant  and  to  identify  other  recipients  who  may  be  at  risk. 

Tissue  banks  should  be  required  to  obtain  a  license  to  operate  after  they  have 
demonstrated  compliance  with  all  regulatory  requirements.  Conversely,  this  license  should  then 
be  revoked  if  a  tissue  bank  is  found  to  be  operating  outside  the  required  regulations. 

Effective  donor  screening,  including  infectious  disease  testing  and  effective  tissue 
procurement  practices,  are  the  most  important  ingredients  in  the  prevention  of  disease 
transmission  through  tissues.    AATB  has  established  voluntary  donor  suitability  requirements. 
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Unfortunately,  most  of  the  tissue  banks  in  the  United  States  have  not  been  inspected  and  certified 
to  be  in  compliance  with  those  standards.  This  could  represent  a  significant  risk  to  the  health 
of  the  American  people.  Moreover,  the  AATB  cannot  effectively  enforce  its  requirements. 
"Decertification"  by  AATB  is  not  always  a  sufficient  inducement  to  ensure  that  all  tissue  banks 
meet  the  standards. 

In  the  important  case  of  tracking  tissue  donors  and  recipients,  the  process  is  necessarily 
complicated  and  costly.  Adequate  trackability  of  tissue  from  donor  to  recipient  is  needed  in 
order  to  report  adverse  recipient  outcomes  to  the  tissue  provider,  to  track  such  outcomes  to  their 
source,  and  to  notify  other  recipients  of  the  potential  danger.  Because  tissue  can  be  banked,  a 
long  time  may  pass  between  its  recovery  and  transplantation.  This  exacerbates  the  difficulty  of 
tracking  tissue  during  a  recall  or  look-back  procedure.  More  importantly,  literally  hundreds  of 
pieces  of  tissue  may  be  obtained  from  a  single  donor,  so  hundreds  of  recipients  could  be 
involved  in  a  tracking  and  notification  procedure. 

Another  important  consideration  relating  to  tissue  tracking  is  assigning  responsibility  to 
the  various  organizations  that  come  in  contact  with  the  tissue  as  it  is  procured,  stored, 
transported  and  used.  Tissue  banks  should  be  held  responsible  for  the  tracking  of  tissue  from 
the  donor  to  the  user  entity,  usually  a  hospital,  clinic,  physician  or  dental  health  care  provider. 
This  user  entity,  in  turn,  should  be  responsible  for  tracking  the  tissue  to  the  recipient  patient. 
In  the  past,  there  have  been  significant  difficulties  with  this  approach.  In  one  case  in  1991,  a 
regional  tissue  bank  not  operated  by  the  Red  Cross  found  that  of  the  38  hospitals  that  used  HIV- 
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positive  tissue  from  a  falsely  HIV-antibody-negative  organ  and  tissue  donor,  S  could  not  find 
records  to  identify  the  potentially  infected  patients. 

The  Red  Cross  believes  that  the  full  benefit  of  federal  regulation  of  tissue  banks  will  not 
be  realized  unless  there  is  also  a  sense  of  shared  responsibility  for  maintaining  the  records 
needed  to  track  tissue.  Tissue  banks,  hospitals  and  other  users  must  accept  their  share  of 
responsibility.  While  the  FDA  has  limited  authority  to  regulate  hospitals  and  other  health  care 
providers,  it  is  our  understanding  that  otiier  organizations,  such  as  the  Joint  Commission  on 
Hospital  Accreditation  Organizations  have  the  authority  to  enforce  record  keeping  in  hospitals. 

The  FDA  Should  Regulate  Tissue  Banks 

The  American  Red  Cross  would  like  to  emphasize  that  federal  regulation  of  human 
allograft  tissue  should  be  solely  the  responsibility  of  the  FDA  under  the  Federal  Food.  Drug  and 
Cosmetic  Act.  The  FDA  is  the  single  body  designated  to  ensure  the  protection  of  the  American 
people  from  unsafe  medical  devices  and  biological  materials.  It  is  also  charged  with  assuring 
that  such  materials  are  effective  in  their  use  in  humans.  The  FDA  has  the  statutory  authority 
to  regulate  the  procurement,  processing,  storage,  and  distribution  of  transplantable  human 
tissues.  Indeed,  the  FDA  has  promulgated  rules  in  the  case  of  several  types  of  tissue,  such  as 
dura  mater  and  human  heart  valves.  Nevertheless,  it  is  appropriate  that  federal  legislation  clarify 
the  position  of  tissue  as  a  material  different  from  drugs,  biologies,  or  devices  under  FDA 
oversight. 
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The  bill  under  consideration  would  allow  the  inspection  and  accreditation  authority  of 
FDA  over  tissue  banks  to  be  placed  with  or  contracted  to  another  entity,  with  restrictions  ■ 
requiring  that  the  entity  be  a  non-profit  association  and  that  it  "not  have  any  financial 
relationship  with  a  human  tissue  bank  being  inspected  by  the  entity."  To  ensure  complete 
objectivity,  impartiality  and  the  safest  tissue  possible,  we  recommend  that  the  FDA  itself  provide 
proper  inspectors  of  tissue  banks,  and  that  the  proposed  legislation  include  constraints  upon  the 
power  to  subcontract  this  authority  to  a  non-FDA  entity. 

One  of  the  basic  issues  addressed  by  the  proposed  legislation  is  the  definition  of  human 
tissue  for  regulatory  purposes.  The  Red  Cross  believes  that  all  tissues  in  the  normal  body 
location  or  in  bodily  locations  in  which  similar  autograft  tissue  would  be  used  should  be  covered 
by  this  proposed  legislation.  This  would  mean  that  the  legislation  would  regulate  the  use  of 
allograft  corneas  to  replace  damaged  corneas,  femur  heads  used  to  replace  femur  heads,  and 
ground  bone  powder  (without  additives)  used  to  build  up  lost  bone.  This  definition  would  only 
exclude  composite  materials  made,  for  example,  from  allograft  bone  and  added  bone 
morphogenic  protein.  Such  composites  of  bone  and  "drugs"  or  bone  and  "biomechanical 
devices"  may  need  to  be  tested  for  safety  and  efficacy  in  a  more  traditional  FDA  format.  They 
may  or  may  not  need  an  Investigational  New  Drug  (IND)  or  an  Investigational  Device 
Exemption  (IDE)  undertaken  to  prove  their  safety  and  efficacy. 

We  suggest  that  procedures  be  mandated  by  the  proposed  legislation  to  take  into  account 
the  public's  need  for  safe  and  effective  new  types  of  allograft  tissues,  while  allowing  the  industry 
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to  maintain  its  donor  base  and  its  low  operational  costs.  Requiring  the  usual  $1  million  studies  - 
such  as  an  IDE  for  a  new  allograft  tissue  composite  product  -  will  introduce  the  type  of 
"commercialism"  that  could  have  a  significant  negative  impact  on  human  tissue  donation.  We 
must  balance  the  concern  for  safety  and  efficacy  with  the  need  to  maintain  the  availability  of 
donors.  Thus,  we  recommend  the  removal  of  heart  valves  and  dura  mater  firom  device 
regulatory  requirements,  the  elimination  of  the  current  IDE  in  the  case  of  heart  valves,  and  the 
inclusion  of  ground  bone  powder  as  a  human  tissue.  This  position  supports  pre-enactment  status 
for  tissues  in  current  use  and  argues  that  these  tissues  be  placed  in  a  specific,  new  tissue 
category  under  FDA  oversight. 

Red  Cross  has  concerns  about  the  importation  of  foreign  tissue  that  does  not  meet  the 
proposed  federal  standards.  Therefore,  we  support  any  effort  to  exclude  tissue  from  importation 
until  the  quality  and  safety  of  this  material  can  be  assured. 

User  Fees  Are  Inappropriate  To  Fund  Regulation  of  Tissue  Banking 

I  would  like  to  speak  to  the  issue  of  the  cost  of  federal  regulation  of  tissue  banking.  The 
proposed  legislation  calls  for  user  fees  to  cover  the  cost  of  implementing  registration  and 
inspection  of  tissue  banks.  The  imposition  of  user  fees  would  ill  serve  the  American  public. 
User  fees  were  introduced  by  the  FDA  after  prolonged  and  difficult  negotiations  with  the  for- 
profit  pharmaceutical  industry  to  address  a  backlog  of  new  drug  applications.  There  was  a  clear 
quid  pro  quo,  in  that  in  exchange  for  the  user  fees  the  FDA  would  agree  to  hire  600  new 
inq)ectors  and  expedite  the  processing  of  new  drug  i^lications. 
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This  same  situation  does  not  exist  within  human  tissue  procurement  and  transplantation 
services.  In  contrast  to  the  large,  highly  profitable  pharmaceutical  industry,  the  vast  majority 
of  tissue  banks  in  the  U.S.  are  small,  not-for-profit,  community-based  operations.  The  total 
amount  of  annual  revenues  within  this  industry  is  estimated  at  $100  million.  Three-quarters  of 
the  tissue  banks  in  the  U.S.  have  annual  revenues  of  less  than  $2  million.  Tissue  procurement 
is  dependent  on  the  public  perception  that  donating  the  tissue  of  a  deceased  loved  one  is  a 
humanitarian  service,  not  a  commercial  activity.  The  imposition  of  user  fees  for  tissue  banking 
would  jeopardize  this  perception. 

I  would  like  to  again  thank  Congressman  Wyden  for  the  opportunity  to  contribute  to  this 
hearing  on  tissue  banking.  The  American  Red  Cross  wishes  to  work  closely  with  you  to  develop 
an  effective  method  for  the  federal  regulation  of  human  allograft  tissue.  Today's  hearing  is  a 
good  beginning  to  the  development  of  a  regulation  that  will  protect  the  American  people  while 
encouraging  their  humanitarian  decision  to  make  a  life  saving  and  life  enhancing  gift.  Thank 
you. 
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8252--C 
1989-1990  Regular  Sessions 
IN  ASSEMBLY 
Hay  12,  1989 


Introduced  by  COMMITTEE  ON  RULES  --  (at  request  of  M.  of  A.  Gottfried, 
Del  Toro)  --  (at  request  of  the  Governor)  --  read  once  and  referred  to 
the  Committee  on  Health  --  recommitted  to  the  Committee  on  Health  in 
accordance  with  Assembly  Rule  3,  sec.  2  --  committee  discharged,  bill 
amended,  ordered  reprinted  as  amended  and  recommitted  to  said  commit- 
tee --  reported  and  referred  to  the  Committee  on  Rules  --  Rules  Com- 
mittee discharged,  bill  amended,  ordered  reprinted  as  amended  and 
recommitted  to  the  Committee  on  Rules  --  committee  discharged,  bill 
amended,  ordered  reprinted  as  amended  and  recommitted  to  said  commit- 
tee 
AN  ACT  to  amend  the  public  health  law,  in  relation  to  the  regulation  of 
organ  procurement  organizations,  tissue  storage  facilities  and  anatom- 
ical gifts  and  to  repeal  subdivision  2  of  section  4351  of  such  law 
relating  thereto 

THE  PEOPLE  OF  THE  STATE  OF  NEW  YORK,  REPRESENTED  IN  SENATE  AND  ASSEM- 
BLY, DO  ENACT  AS  FOLLOWS: 

Section  1.  The  public  health  law  is  amended  by  adding  a  new  article 
43-B  to  read  as  follows: 

ARTICLE  43-B 
ORGAN,  TISSUE  AND  BODY  PARTS 
PROCUREMENT  AND  STORAGE 
DEFINITIONS . 
TRANSPLANT  COUNCIL. 
ORGAN  PROCUREMENT  ORGANIZATIONS. 
WAITING  LISTS  FOR  ORGANS. 

LICENSURE  OF  BANKS  AND  STORAGE  FACILITIES. 
POWERS  AND  DUTIES  OF  THE  COMMISSIONER. 

PAGE- 2 
ENFORCEMENT. 
SEPARABILITY. 

S  4360.  DEFINITIONS.  THE  FOLLOWING  WORDS  OR  PHRASES,  USED  IN  THIS  AR- 
TICLE, SHALL  HAVE  THE  FOLLOWING  MEANINGS,  UNLESS  THE  CONTEXT  OTHERWISE 
REQUIRES : 

1.   "BANK"  OR  "STCffiAGE  FACILITY"  MEANS  ANY  PERSON  OR  FACILITY,  WHICH 


SECTION  4360. 
4361. 
4362. 
4363. 
4364. 
4365. 

4366. 
4367. 
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7  PROCURES.  STORES  OR  ARRANGES  FOR  THE  STORAGE  OF  (A)   NON- TRANS  PLANT  OR- 

8  CANS,   OR   (B)  TISSUE  FOR  TRANSPLANTATION.  THERAPY,  EDUCATION.  RESEARCH, 

9  OR  FERTILIZATION  PURPOSES,  INCLUDING  AUTOLOGOUS  PROCEDURES.   AN  ORGAN 

10  PROCUREMENT  ORGANIZATION  SHALL  NOT  CONSTITUTE  A  BANK  OR  STORAGE  FACILITY 

11  SOLELY  BY  VIRTUE  OF  STORING  OR  ARRANGING  FOR  THE  STORAGE  OF  HEART 

12  VALVES,   NOR   SHALL  ANY  PERSON  OR  ENTITY  WHICH  STORES  NON-TRANSPLANT  OR- 

13  CANS  OR  TISSUES  SOLELY  FOR  THE  PURPOSE  OF  RESEARCH  AND/OR  EDUCATION  CON- 

14  DUCTED  BY  SUCH  PERSON  OR  ENTITY  BE  DEEMED  A  BANK  OR  STORAGE  FACILITY. 

15  2.   "CONTROLLING  PERSON"  MEANS  ANY  PERSON  WHO  BY  REASON  OF  A  DIRECT  OR 

16  INDIRECT  OWNERSHIP  INTEREST  (WHETHER  OF  RECORD  OR  BENEFICIAL)  HAS  THE 

17  ABILITY,   ACTING   EITHER  ALONE  OR  IN  CONCERT  WITH  OTHERS  WITH  OWNERSHIP 

18  INTERESTS,  TO  DIRECT  OR  CAUSE  THE  DIRECTION  OF  THE  MANAGEMENT  OR  POLI- 

19  CIES  OF  SAID  CORPORATION,  PARTNERSHIP.  OR  OTHER  ENTITY.  NEITHER  THE  COM- 

20  MISSIONER  NOR  ANY  EMPLOYEE  OF  THE  DEPARTMENT  NOR  ANY  MEMBER  OF  A  LOCAL 

21  LEGISLATIVE  BODY  OF  A  COUNTY  OR  MUNICIPALITY,  NOR  ANY  COUNTY  OR  MUNICI- 

22  PAL  OFFICIAL,  SHALL.  BY  REASON  OF  HIS  OR  HER  OFFICIAL  POSITION,   BE 

23  DEEMED  A  CONTROLLING  PERSON  OF  ANY  CORPORATION,  PARTNERSHIP,  OR  OTHER 

24  ENTITY,  NOR  SHALL  ANY  PERSON  WHO  SERVES  AS  AN  EMPLOYEE  OF  ANY  CORPORA- 

25  TION,   PARTNERSHIP,  OR  OTHER  ENTITY  BE  DEEMED  TO  BE  A  CONTROLLING  PERSON 

26  OF  SUCH  CORPORATION,  PARTNERSHIP,  OR  OTHER  ENTITY  AS  A  RESULT  OF  SUCH 

27  POSITION  OR  HIS  OR  HER  OFFICIAL  ACTIONS  IN  SUCH  POSITION. 

28  3.   "NON -TRANSPLANT  ORGAN"  MEANS  AN  ORGAN  PROCURED  FOR  EDUCATION  OR 

29  RESEARCH  PURPOSES. 

30  4.   "ORGAN"  MEANS  A  HUMAN  KIDNEY,  HEART.  HEART  VALVE,  LUNG,  PANCREAS, 

31  LIVER  OR  ANY  OTHER  ORGAN  DESIGNATED  BY  THE  COMMISSIONER  IN  REGULATION  IN 

32  CONSULTATION  WITH  THE  TRANSPLANT  COUNCIL. 

33  5.   "ORGAN  PROCUREMENT  ORGANIZATION"   OR   "PROCUREMENT  ORGANIZATION" 

34  MEANS  A  PERSON,  FACILITY,  OR  INSTITUTION  ENGAGED  IN  PROCURING  ORGANS  FOR 

35  TRANSPLANTATION  OR  THERAPY  PURPOSES,  BUT  DOES  NOT  INCLUDE  (A)  FACILITIES 

36  OR  INSTITUTIONS  WHICH  PERMIT  PROCUREMENT  ACTIVITIES  TO  BE  CONDUCTED  ON 

37  THEIR  PREMISES  BY  EMPLOYEES  OR  AGENTS  OF  AN  APPROVED  ORGAN  PROCUREMENT 

38  ORGANIZATION,  OR  (B)  FACILITIES  OR  CONSORTIA  OF  FACILITIES  WHICH  CONDUCT 

39  TRANSPLANTATION  ACTIVITIES   IN  ACCORDANCE  WITH  ARTICLE  TWENTY-EIGHT  OF 

40  THIS  CHAPTER  WHEN  THE  ORGAN  IS  PROCURED  THROUGH  AN  APPROVED  ORGAN   PRO- 

41  CUREMENT  ORGANIZATION,   LICENSED  BANK  OR  STORAGE  FACILITY,  OR  A  LIVING 

42  DONOR.  A  BANK  OR  STORAGE  FACILITY  SHALL  NOT  CONSTITUTE  AN  ORGAN  PROCURE- 

43  MENT  ORGANIZATION  SOLELY  BY  VIRTUE  OF  PROCURING  HEART  VALVES. 

44  6.  "PERSON"  MEANS  AN  INDIVIDUAL,  CORPORATION,  GOVERNMENT  OR  GOVERNMEN- 

45  TAL  SUBDIVISION  OR  AGENCY  OTHER  THAN  THE  OFFICE  OF  MENTAL  HEALTH.   BUSI- 

46  NESS  TRUST.  ESTATE  TRUST.  PARTNERSHIP  OR  ASSOCIATION,  OR  ANY  OTHER  LEGAL 

47  ENTITY. 

48  7.   "PRINCIPAL  STOCKHOLDER"  MEANS  ANY  PERSON  WHO  OWNS  (WHETHER  OF 

49  RECORD  OR  AS  BENEFICIARY).  HOLDS  OR  HAS  THE  POWER  TO  VOTE,   TEN  PERCENT 

50  OR  MORE  OF  ANY  CLASS  OF  SECURITIES  ISSUED  BY  A  CORPORATION. 

51  8.   "PROCURE"   OR  "PROCUREMENT  ACTIVITY"  MEANS  ANY  ACTIVITY  WHICH  IS 

52  NECESSARY  FOR  THE  PROCUREMENT  OF  ORGANS  OR  TISSUE  FOR  TRANSPLANTATION, 

53  RESEARCH,   EDUCATION,  THERAPY,  FERTILIZATION,  OR  AUTOLOGOUS  PURPOSES  IN- 

54  CLUDING  SOLICITATION,  RETRIEVAL,  DONOR  SELECTION  AND  TESTING,   CLINICAL 
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1  LABORATORY  TESTING,  INCLUDING  TYPING,  PRESERVATION,  TRANSPORTATION,  AL- 

2  LOCATION,  DISTRIBUTION,  STORAGE,  AND  PAYMENT  ACTIVITIES. 

3  9.  "SERVICE  AREA"  MEANS  THE  GEOGRAPHIC  AREA  OF  SERVICE  APPROVED  BY  THE 
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4  SECRETARY  OF  HEALTH  AND  HUMAN  SERVICES,  OR,  IN  THE  ABSENCE  OF  SUCH  AP- 

5  PROVAL.  BY  THE  DEPARTMENT. 

6  10.   "TISSUE"  MEANS  A  HUMAN  EYE,  SKIN,  BONE,  BONE  MARROW,  HEART  VALVE. 

7  SPERMATOZOON,  OVA,  ARTERY,  VEIN.  TENDON,  LIGAMENT,  PITUITARY  GLAND  OR  A 

8  FLUID  OTHER  THAN  BLOOD  OR  A  BLOOD  DERIVATIVE. 

9  S  4361.   TRANSPLANT  COUNCIL.  1.  THERE  SHALL  BE  CREATED  IN  THE  DEPART- 

10  MENT  A  TRANSPLANT  COUNCIL  WHICH  SHALL  ADVISE  THE  COMMISSIONER  ON  MATTERS 

11  RELATING  TO  ORGAN  PROCUREMENT  ORGANIZATIONS,  BANKS,  AND  STORAGE  FACILI- 

12  TIES  AND  OTHER  ISSUES  RELATED  TO  THE  PROCUREMENT,   STORAGE,   ALLOCATION, 

13  DISTRIBUTION,   AND  TRANSPLANTATION  OF  ORGANS  AND  TISSUE.  THE  COUNCIL 

14  SHALL  CONSIST  OF  TWENTY-ONE  MEMBERS  OF  WHICH  SEVEN,  INCLUDING  THE  CHAIR- 

15  PERSON.   SHALL  BE  APPOINTED  BY  THE  GOVERNOR,  SEVEN  BY  THE  TEMPORARY  PRE- 

16  SIDENT  OF  THE  SENATE  AND  SEVEN  BY  THE  SPEAKER  OF  THE  ASSEMBLY.   THE 

17  TRANSPLANT  COUNCIL  SHALL  BE  COMPOSED  OF  MEMBERS  OF  THE  GENERAL  PUBLIC. 

18  TRANSPLANT  RECIPIENTS  OR  DONORS  OR  THEIR  FAMILY  MEMBERS,  REPRESENTATIVES 

19  OF  ORGAN  PROCUREMENT  ORGANIZATIONS  AND  BANKS  OR  STORAGE  FACILITIES, 

20  PHYSICIANS  WITH  EXPERTISE  IN  ORGAN  AND  TISSUE  TRANSPLANTATION  AND  THE 

21  CARE  OF  PERSONS  WITH  END  STAGE  DISEASE  RESULTING  FROM  ORGAN  FAILURE  AND 

22  PERSONS  WITH  EXPERTISE  IN  HISTOCOMPATIBILITY  TYPING.  LAW  AND  ETHICS. 

23  2.   THE  TERMS  OF  OFFICE  OF  MEMBERS  OF  THE  TRANSPLANT  COUNCIL  SHALL  BE 

24  THREE  YEARS,  PROVIDED,  HOWEVER,  THAT  OF  THE  MEMBERS   FIRST  APPOINTED 

25  SEVEN  SHALL  BE  APPOINTED  FOR  TERMS  WHICH  SHALL  EXPIRE  ON  DECEMBER 

26  THIRTY- FIRST.  NINETEEN  HUNDRED  NINETY-TWO.  SEVEN  SHALL  BE  APPOINTED  FOR 

27  TERMS  WHICH  SHALL  EXPIRE  ON  DECEMBER  THIRTY-FIRST.  NINETEEN  HUNDRED 

28  NINETY- FOUR  AND  SEVEN  SHALL  BE  APPOINTED  FOR  TERMS  WHICH  SHALL  EXPIRE 

29  DECEMBER  THIRTY-FIRST.   NINETEEN  HUNDRED  NINETY-SIX.  VACANCIES  SHALL  BE 

30  FILLED  BY  APPOINTMENT  IN  LIKE  MANNER  FOR  THE  UNEXPIRED  TERM  OF  SUCH 

31  MEMBER. 

32  3.  THE  TRANSPLANT  COUNCIL  SHALL  MEET  AS  FREQUENTLY  AS  ITS  BUSINESS  MAY 

33  REQUIRE.  AND  AT  LEAST  TWICE  IN  EACH  YEAR. 

34  4.   THE  TRANSPLANT  COUNCIL  SHALL  ENACT  AND  FROM  TIME  TO  TIME  MAY  AMEND 

35  BY-LAWS  IN  RELATION  TO  ITS  MEETINGS  AND  THE  TRANSACTION  OF  ITS  BUSINESS. 

36  5.   THE  MEMBERS  OF  THE  COUNCIL  SHALL  RECEIVE  NO  COMPENSATION  FOR  THEIR 

37  SERVICES  AS  MEMBERS  OF  THE  COUNCIL,  BUT  EACH  OF  THEM  SHALL  BE  ALLOWED 

38  THE  NECESSARY  AND  ACTUAL  EXPENSES  WHICH  ARE  INCURRED  IN  THE  PERFORMANCE 

39  OF  HIS  OR  HER  DUTIES  UNDER  THIS  ARTICLE. 

40  6.   (A)   THE  TRANSPLANT  COUNCIL  SHALL  REVIEW  EXISTING  FEDERAL  LAW  AND 

41  POLICIES,  INCLUDING  FEDERAL  REGULATIONS  AND  THE  POLICIES  OF  THE  FEDERAL 

42  ORGAN  PROCUREMENT  AND  TRANSPLANTATION  NETWORK  GOVERNING  ORGAN  PROCURE- 

43  MENT  ORGANIZATIONS  AND  PROCUREMENT  ACTIVITIES,  AND  MAKE  RECOMMENDATIONS 

44  TO  THE  COMMISSIONER  REGARDING  STATE  REGULATION  OF  ORGAN  PROCUREMENT  OR- 

45  GANIZATIONS  AND  ACTIVITIES  AND  TISSUE  BANKS  AND  TISSUE  PROCUREMENT  AC- 

46  TIVITIES  PROVIDED  THAT  THE  COUNCIL  SHALL  MAKE  INITIAL  RECOMMENDATIONS  TO 

47  THE  COMMISSIONER  ON  OR  BEFORE  APRIL  FIRST,  NINETEEN  HUNDRED  NINETY-TWO. 

48  (B)   PRIOR  TO  THE  COMMISSIONER'S  FINAL  APPROVAL  AND  PROMULGATION  OF 

49  SUCH  PROPOSED  RULES  AND  REGULATIONS,  IF  SUCH  RULES  AND  REGULATIONS  ARE 

50  MODIFIED  IN  ANY  RESPECT,  THEY  SHALL  BE  SUBMITTED  TO  THE  COUNCIL  IN  AC- 

51  CORDANCE  WITH  THE  PROVISIONS  OF  SUBDIVISION  THREE  OF  SECTION  FORTY-THREE 

52  HUNDRED  SIXTY-FIVE  OF  THIS  ARTICLE.  IF  THE  COMMISSIONER  DETERMINES  NOT 

53  TO  PROMULGATE  SUCH  PROPOSED  RULES  AND  REGULATIONS,   THE  COMMISSIONER 

54  SHALL  PROVIDE  A  WRITTEN  EXPLANATION  OF  SUCH  DETERMINATION  TO  THE 

55  COUNCIL. 
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1  S  A362.   ORGAN  PROCUREMENT  ORGANIZATIONS.  1.  NO  PERSON  SHALL  OWN  OR 

2  OPERATE  AN  ORGAN  PROCUREMENT  ORGANIZATION  THAT  IS  PRINCIPALLY  LOCATED  OR 

3  OPERATED  IN  NEW  YORK  STATE  UNLESS: 

4  (A)   THE  ORGANIZATION  IS  CURRENTLY  DESIGNATED  BY  THE  SECRETARY  OF 

5  HEALTH  AND  HUMAN  SERVICES  AS  AN  ORGAN  PROCUREMENT  ORGANIZATION;  AND 

6  (B)  THE  ORGAN  PROCUREMENT  ORGANIZATION  IS  OPERATED  BY  A  NOT-FOR-PROFIT 

7  CORPORATION  HAVING  A  BOARD  OF  DIRECTORS  WHICH  MEETS  NO  LESS  THAN  FOUR 

8  TIMES  ANNUALLY  OR  IS  OPERATED  BY  A  HOSPITAL  AND  HAS  AN  ADVISORY  BOARD 

9  WHICH  MEETS  NO  LESS  THAN  FOUR  TIMES  ANNUALLY.  AT  LEAST  THIRTY  PERCENT  OF 

10  THE  MEMBERS  OF  THE  BOARD  OF  DIRECTORS  OR  ADVISORY  BOARD  SHALL  BE  MEMBERS 

11  OF  THE  PUBLIC  NOT  OTHERWISE  DIRECTLY  OR  INDIRECTLY  AFFILIATED  WITH  A 

12  TRANSPLANT  CENTER  OR  ORGAN  PROCUREMENT  ORGANIZATION,  AND  NOT  MORE  THAN 

13  FIFTY  PERCENT  SHALL  BE  SURGEONS  OR  PHYSICIANS.  SUCH  BOARD  OF  DIRECTORS 

14  OR  ADVISORY  BOARD  SHALL  INCLUDE  REPRESENTATIVES  OF  MORE  THAN  ONE  TRANS- 

15  PLANT  CENTER.  THE  BOARD  OF  DIRECTORS  OF  AN  ORGAN   PROCUREMENT   ORGANIZA- 

16  TION  OPERATED  BY  A  NOT-FOR-PROFIT  CORPORATION  OR  THE  ADVISORY  BOARD  OF 

17  AN  ORGAN  PROCUREMENT  ORGANIZATION  OPERATED  BY  A  HOSPITAL  SHALL  BE 

18  RESPONSIBLE  FOR  DEVELOPING  AND  ADOPTING  THE  WRITTEN  BY-LAWS  AND  POLICIES 

19  THAT  GOVERN  THE  OPERATION  OF  THE  ORGAN  PROCUREMENT  ORGANIZATION.   ALL 

20  SUCH  BY-LAWS  AND  POLICIES  FOR  AN  ORGAN  PROCUREMENT  ORGANIZATION  OPERATED 

21  BY  A  HOSPITAL  SHALL  BE  SUBJECT  TO  APPROVAL  BY  THE  BOARD  OF  DIRECTORS  OF 

22  THE  HOSPITAL.  WRITTEN  POLICIES  SHALL  INCLUDE,  BUT  NOT  BE  LIMITED  TO:  (I) 

23  POLICIES  AND  PROCEDURES  TO  EDUCATE  THE  PUBLIC  AND  HEALTH  CARE   PROFES- 

24  SIONALS  ABOUT  ORGAN  DONATIONS;  (II)  MEDICAL  STANDARDS  FOR  DONOR  SCREEN- 

25  ING  AND  TESTING;  (III)  POLICIES  AND  PROCEDimES  FOR  THE   DISTRIBUTION   OF 

26  ORGANS;   (IV)   PROCEDURES  TO  ENSURE  FISCAL  ACCOUNTABILITY  OF  THE  ORGAN 

27  PROCUREMENT  ORGANIZATION;  AND  (V)  POLICIES  CONCERNING  ANY  ARRANGEMENTS 

28  OR  AGREEMENTS   THAT   THE  ORGAN  PROCUREMENT  ORGANIZATION  MAY  ENTER  WITH 

29  TISSUE   BANKS   STORAGE   FACILITIES   OR   OTHER   ORGAN   PROCUREMENT 

30  ORGANIZATIONS. 

31  2.   NO  HOSPITAL  OR  OTHER  FACILITY  AND  NO  PHYSICIAN  SHALL  PERMIT  ANY 

32  PERSON  TO,  AND  NO  PERSON  SHALL,  PROCURE  ORGANS  FOR  TRANSPLANTATION  UN- 

33  LESS   SUCH  PERSON  HAS  BEEN  DESIGNATED  IN  ACCORDANCE  WITH  THIS  ARTICLE  OR 

34  HAS  BEEN  ASKED  BY  A  DESIGNATED  ORGAN  PROCUREMENT  ORGANIZATION  TO  PROCURE 

35  A  SPECIFIED  ORGAN. 

36  3.   THE  COMMISSIONER,  IN  CONSULTATION  WITH  THE  TRANSPLANT  COUNCIL,  MAY 

37  PROMULGATE  REGULATIONS  TO  ESTABLISH  STANDARDS  FOR  ORGAN  PROCUREMENT  OR- 

38  GANIZATIONS  REGARDING  ORGAN  SHARING  AMONG  ORGAN  PROCUREMENT  ORGANIZA- 

39  TIONS  IN  THIS  STATE.  SUCH  STANDARDS   SHALL  INCLUDE  POLICIES   FOR  SERA 

40  SHARING  OR  OTHER  MEASURES  TO  MEET  THE  NEEDS  OF  PATIENTS  WHO  ARE  HIGHLY 

41  SENSITIZED  AND  FOR  WHOM  IT  IS  DIFFICULT  TO  IDENTIFY  A  SUITABLE  KIDNEY 

42  DUE  TO  CONDITIONS  SUCH  AS  A  BLOOD  TRANSFUSION,  IMMUNIZATION.  PRIOR  PREG- 

43  NANCY  OR  A  PREVIOUS  FAILED  KIDNEY  TRANSPLANT. 

44  S  4363.   WAITING  LISTS  FOR  ORGANS.  1.  ALL  ORGANS  RETRIEVED  FOR  TRANS- 

45  PLANTATION  IN  NEW  YORK  STATE  SHALL  BE  ALLOCATED  ACCORDING  TO  WAITING 

46  LISTS  DEVELOPED  BY  THE  ORGAN  PROCUREMENT  ORGANIZATION  IN  THE  SERVICE 

47  AREA  IN  WHICH  THE  ORGAN  IS  PROCURED,   PROVIDED,   HOWEVER.   THAT  NOTHING 

48  HEREIN  SHALL  PRECLUDE  THE  EXERCISE  OF  MEDICAL  JUDGMENT  IN  DETERMINING 

49  THE  SUITABILITY  OF  A  PROPOSED  RECIPIENT  TO  RECEIVE  A  PARTICULAR  ORGAN, 

50  AND  PROVIDED  FURTHER,  HOWEVER,  THAT  IF  AN  ORGAN  IS  BROUGHT  INTO  A  SER- 

51  VICE  AREA  OF  AN  ORGAN  PROCUREMENT  ORGANIZATION  FROM  THE  SERVICE  AREA  OF 
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52  ANOTHER  ORGAN  PROCUREHENT  ORGANIZATION,  THE  ORGAN  SHALL  BE  ALLOCATED  AC- 

53  CORDING  TO  THE  WAITING  LIST  DEVELOPED  BY  THE  ORGAN  PROCUREMENT  ORGANIZA- 
5A  TION  IN  THE  SERVICE  AREA  IN  WHICH  THE  ORGAN  IS  TO  BE  IMPLANTED.  NOTHING 
55  IN  THIS  SECTION  SHALL  PROHIBIT: 

PAGE -5 

1  (A)  AN  INDIVIDUAL  DONOR  FROM  DESIGNATING  THE  RECIPIENT  OF  AN  ORGAN; 

2  (B)   ORGAN   SHARING  WITH  OTHER  ORGAN  PROCUREMENT  ORGANIZATIONS  IN  AC- 

3  CORDANCE  WITH  FEDERAL  AND  STATE  STANDARDS  INCLUDING  STANDARDS  TO  MEET 
A  THE  NEEDS  OF  PATIENTS  WHO  ARE  HIGHLY  SENSITIZED  AND  FOR  WHOM  IT  IS  DIF- 

5  FICULT  TO  IDENTIFY  A  SUITABLE  KIDNEY  DUE  TO  CONDITIONS  SUCH  AS  A  BLOOD 

6  TRANSFUSION,   IMMUNIZATION,   PRIOR  PREGNANCY  OR  A  PREVIOUS  FAILED  KIDNEY 

7  TRANSPLANT; 

8  (C)   ORGAN   SHARING  WITH  OTHER  ORGAN  PROCUREMENT  ORGANIZATIONS  IN  AC- 

9  CORDANCE  WITH  ORGAN  SHARING  AGREEMENTS  APPROVED  BY  THE  COMMISSIONER. 

10  2.   NO   ORGAN  PROCUREMENT  ORGANIZATION  DESIGNATED  TO  SERVE  ANY  PART  OF 

11  NEW  YORK  STATE  SHALL  PLACE  ANY  PERSON  ON  A  WAITING  LIST  FOR  THE  ALLOCA- 

12  TION  OF  ORGANS  FOR  TRANSPLANTATION  IF  THAT  PERSON  IS  LISTED  ON  ANY  OTHER 

13  WAITING  LIST  FOR  THE  ALLOCATION  OF  THAT  ORGAN  MAINTAINED  BY  ANY  OTHER 

14  ORGAN  PROCUREMENT  ORGANIZATION  DESIGNATED  TO  SERVE  ANY  PART  OF  NEW  YORK 

15  STATE. 

16  3.  NO  PERSON  MAY  PLACE  HIS  OR  HER  NAME  ON  A  WAITING  LIST  FOR  THE  ALLO- 

17  CATION  OF  ORGANS  FOR  TRANSPLANTATION  MAINTAINED  BY  AN  ORGAN   PROCUREMENT 

18  ORGANIZATION  DESIGNATED  TO  SERVE  ANY  PART  OF  NEW  YORK  STATE  IF  THE  PER- 

19  SON  IS  LISTED  ON  ANY  OTHER  WAITING  LIST  FOR  THE  ALLOCATION  OF  THAT  ORGAN 

20  MAINTAINED   BY  ANY  OTHER  ORGAN  PROCUREMENT  ORGANIZATION  DESIGNATED  TO 

21  SERVE  ANY  PART  OF  NEW  YORK  STATE.  EACH  FACILITY  PERFORMING  TRANSPLANT 

22  SERVICES   SHALL  INFORM  A  PATIENT  OF  THE  PROHIBITION  AGAINST  BEING  PLACED 

23  ON  MULTIPLE  WAITING  LISTS  BEFORE  ARRANGING  FOR  THE  PLACEMENT  OF  THE 

24  PATIENT  ON  A  WAITING  LIST. 

25  4.   IN  POLICIES  AND  PROCEDURES  FOR  DISTRIBUTING  ORGANS,  NO  ORGAN  PRO- 

26  CUREMENT  ORGANIZATION  SHALL  CONSIDER  OR  GIVE  ANY  PREFERENCE  TO  PATIENTS 

27  IN  A  FACILITY  BASED  UPON  THE  FACILITY'S  PAST  OR  PRESENT  PROCUREMENT  PER- 

28  FORMANCE  OR  ITS  PAST  OR  PRESENT  RELATIONSHIP  WITH  A  DONOR  HOSPITAL. 

29  S   4364.  LICENSURE  OF  BANKS  AND  STORAGE  FACILITIES.  1.  NO  PERSON  SHALL 

30  OWN  OR  OPERATE  A  BANK  OR  STORAGE  FACILITY  THAT  CONDUCTS  PROCUREMENT  AC- 

31  TIVITY   IN  NEW  YORK  STATE  UNLESS  A  LICENSE  HAS  BEEN  ISSUED  PURSUANT  TO 

32  THIS  ARTICLE. 

33  2.   AN  APPLICATION  FOR  A  LICENSE  FOR  A  BANK  OR  STORAGE  FACILITY  SHALL 

34  CONTAIN  THE  NAME  OF  THE  OPERATOR,   ITS  OFFICERS.   DIRECTORS,   PRINCIPAL 

35  STOCKHOLDERS,   AND  CONTROLLING  PERSONS,  A  DESCRIPTION  OF  ITS  ORGANIZA- 

36  TIONAL  STRUCTURE,  THE  KIND  OR  KINDS  OF  PROCUREMENT  OR  STORAGE  SERVICES 

37  TO  BE  PROVIDED,   THE  LOCATION  AND  PHYSICAL  DESCRIPTION  OF  THE  BANK  OR 

38  STORAGE  FACILITY,  AND  SUCH  OTHER  INFORMATION  AS  THE  DEPARTMENT  MAY 

39  REQUIRE. 

40  3.   A  LICENSE  SHALL  NOT  BE  ISSUED  UNLESS  THE  DEPARTMENT  FINDS  THAT  THE 

41  PREMISES,  EQUIPMENT,  PERSONNEL,  RULES  AND  BY-LAWS.  AND  STANDARDS  OF  SER- 

42  VICE  ARE  FIT  AND  ADEQUATE  AND  THAT  THE  BANK  OR  STORAGE  FACILITY  WILL  BE 

43  OPERATED  IN  THE  MANNER  REQUIRED  BY  THIS  ARTICLE. 

44  4.   PRIOR  TO  APPROVING  AN  APPLICATION  FOR  A  LICENSE  TO  OPERATE  A  BANK 

45  OR  STORAGE  FACILITY  WHICH  PROCURES  OR  STORES  TISSUE  FOR  TRANSPLANTATION 

46  OR  THERAPY  PURPOSES,  THE  DEPARTMENT  SHALL  CONSIDER: 

47  (A)  THE  APPLICANT'S  ABILITY  TO  ARRANGE  FOR  THE  ACQUISITION  AND  PRESER- 
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48  VATION  OF  USABLE  DONATED  TISSUE  WITHIN  A  DESIGNATED  GEOGRAPHIC  AREA  OF 

49  SERVICE  AND  TO  ARRANGE  FOR  THE  TRANSPORTATION  OF  SUCH  TISSUE  VfflEN  NECES- 

50  SARY; 

51  (B)   THE  APPLICANT'S  ABILITY  TO  OBTAIN  EFFECTIVE  AGREEMENTS  FOR  TISSUE 

52  PROCUREMENT  WITH  HOSPITALS; 

53  (C)   THE  APPLICANT'S  ABILITY  TO  CONDUCT  AND  PARTICIPATE  IN  SYSTEMATIC 

54  EFFORTS,  INCLUDING  PROFESSIONAL  AND  PUBLIC  EDUCATION,  TO  PROCURE  USABLE 

55  TISSUE  FROM  POTENTIAL  DONORS; 
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1  (D)   THE  APPLICANT'S  ABILITY  TO  ESTABLISH  AND  MEET  QUALITY  STANDARDS 

2  FOR  THE  ACQUISITION  AND  STORAGE  OF  TISSUE; 

3  (E)   THE  APPLICANT'S  ABILITY  TO  ARRANGE  FOR  THE  SELECTION  AND  TESTING 

4  OF  DONORS  AND  DONATED  TISSUE,  INCLUDING  THE  PERFORMANCE  OF  DONOR  SELEC- 

5  TION  AND  REQUIRED  LABORATORY  TESTS  INCLUDING  TYPING  AND  PROCESSING; 

6  (F)  THE  CHARACTER  AND  COMPETENCE  OF  THE  OPERATOR.  ITS  OFFICERS,  DIREC- 

7  TORS,  PRINCIPAL  STOCKHOLDERS  AND  CONTROLLING  PERSONS,   INCLUDING  THE 

8  QUALITY  OF  CARE  PROVIDED  THROUGH  ANY  HEALTH  CARE  ENTITIES  OPERATED  OR 

9  CONTROLLED  BY  SUCH  PERSONS;  AND 

10  (G)  WITH  RESPECT  TO  BANKS  AND  STORAGE  FACILITIES  CREATED  AFTER  THE  EF- 

11  FECTIVE  DATE  OF  THIS  PARAGRAPH,  THE  EXISTENCE  AND  ACTIVITIES  OF  OTHER 

12  BANKS  AND  STORAGE  FACILITIES  IN  THE  GEOGRAPHIC  AREA  TO  BE  SERVED  BY  THE 

13  APPLICANT. 

14  5.   NO  HOSPITAL  OR  OTHER  FACILITY  AND  NO  PHYSICIAN  SHALL  PERMIT  ANY 

15  PERSON  TO  PROCURE  TISSUE  OR  NON- TRANSPLANT  ORGANS  UNLESS  SUCH  PERSON  HAS 

16  BEEN  LICENSED  IN  ACCORDANCE  WITH  THIS  ARTICLE,  OR  HAS  BEEN  ASKED  BY  A 

17  LICENSED  BANK  OR  STORAGE  FACILITY  TO  PROCURE  A  SPECIFIED  TISSUE  OR  NON- 
18  TRANSPLANT  ORGAN.    NO  BANK  OR  STORAGE  FACILITY  SHALL  SELL  OR  OTHERWISE 

19  TRANSFER  TISSUE  FOR  VALUABLE  CONSIDERATION.    VALUABLE  CONSIDERATION 

20  SHALL  NOT   INCLUDE  REASONABLE  COSTS  ASSOCIATED  WITH  THE  PROCUREMENT. 

21  PROCESSING,  STORAGE  AND  DISTRIBUTION  OF  TISSUE.    NOTHING  HEREIN  SHALL 

22  IMPAIR  THE  PROVISIONS  OF  SECTION  FORTY-THREE  HUNDRED  SEVEN  OF  THIS 

23  CHAPTER. 

24  S  4365.  POWERS  AND  DUTIES  OF  THE  COMMISSIONER.  1.  THE  COMMISSIONER,  IN 

25  CONSULTATION  WITH  THE  TRANSPLANT  COUNCIL,  MAY  PROMULGATE  REGULATIONS  TO 

26  ESTABLISH  STANDARDS  FOR  BANKS  AND  STORAGE  FACILITIES  OTHER  THAN  THOSE 

27  OWNED  OR  OPERATED  BY  THE  OFFICE  OF  MENTAL  HEALTH.   SUCH  STANDARDS  MAY 

28  PROVIDE  FOR  THE  FOLLOWING:   THE  ORGANIZATIONAL  STRUCTURE  OF  BANKS  AND 

29  STORAGE  FACILITIES;  THE  GEOGRAPHIC  SCOPE  OF  LICENSED  BANKS  AND  STORAGE 

30  FACILITIES;   DONOR  SELECTION  AND  SOLICITATION  PRACTICES;  TISSUE  AND  NON- 
31  TRANSPLANT  ORGAN  RETRIEVAL  PRACTICES;  TRANSPORTATION  PRACTICES;  REQUIRED 

32  CLINICAL  LABORATORY  TESTS  FOR  SUITABLE  DONORS,  RECIPIENTS  AND  TISSUE; 

33  HISTOCOMPATIBILITY  STANDARDS;  ALLOCATION  CRITERIA;   REPORTING  REQUIRE- 

34  MENTS;    RECORD   KEEPING  REQUIREMENTS;   ACCOUNTING  PROCEDURES;   STAFF 

35  REQUIREMENTS;  THE  CONTENT  OF  AGREEMENTS  WITH  HOSPITALS  FROM  WHICH  TIS- 

36  SUES  AND  NON -TRANS  PLANT  ORGANS  WILL  BE  PROCURED;  AND  THE  CONTENT  OF 

37  AGREEMENTS  WITH  ORGAN  PROCUREMENT  ORGANIZATIONS,   EDUCATIONAL  INSTITU- 

38  TIONS,   OTHER  BANKS  AND  STORAGE  FACILITIES,  AND  OTHER  ENTITIES  PROVIDING 

39  SERVICES  TO  BANKS  OR  STORAGE  FACILITIES  IN  CONNECTION  WITH  THE  PROCURE- 

40  MENT,  STORAGE,  AND  DISTRIBUTION  OF  TISSUE  AND  NON -TRANS PLANT  ORGANS.  THE 

41  COMMISSIONER  AND  THE  COMMISSIONER  OF  MENTAL  HEALTH  SHALL  ENTER  INTO  A 

42  COOPERATIVE  AGREEMENT  TO  ESTABLISH  STANDARDS   FOR  BANKS  AND  STORAGE 

43  FACILITIES  OWNED  OR  OPERATED  BY  THE  OFFICE  OF  MENTAL  HEALTH  WHICH  MAY 
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44  INCLUDE  STANDARDS  FOR  DONOR  SELECTION  AND  SOLICITATION  PRACTICES;  TISSUE 

45  AND  NON- TRANS PLANT  ORGAN  RETRIEVAL  PRACTICES;  TRANSPORTATION  PRACTICES; 

46  REPORTING  REQUIREMENTS;   RECORD  KEEPING  REQUIREMENTS;   THE  CONTENT  OF 

47  AGREEMENTS  WITH  HOSPITALS  FROM  WHICH  TISSUES  AND  NON -TRANSPLANT  ORGANS 

48  WILL  BE  PROCURED.   AND  THE  CONTENT  OF  AGREEMENTS  WITH  OTHER  BANKS  AND 

49  STORAGE  FACILITIES. 

50  2.   NOTWITHSTANDING  ANY  INCONSISTENT  PROVISION  OF  ARTICLE  FIVE  OF  THIS 

51  CHAPTER,  THE  COMMISSIONER.  IN  CONSULTATION  WITH  THE  TRANSPLANT  COUNCIL. 

52  MAY  PROMULGATE  REGULATIONS  TO  ESTABLISH  QUALITY  CONTROL  STANDARDS  GOV- 

53  ERNING  TISSUE  TYPING  CONDUCTED  BY  OR  AT  THE  REQUEST  OF  ORGAN  PROCUREMENT 

54  ORGANIZATIONS  AND  FACILITIES  PERFORMING  TRANSPLANT  SERVICES.  SUCH  REGU- 

55  LATIONS  MAY  ELIMINATE  DUPLICATIVE  TESTING  BY  LABORATORIES  BY  LIMITING 
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1  WITHIN  A  SERVICE  AREA  THE  PERFORMANCE  OF  HISTOCOMPATIBILITY  MATCHING  AND 

2  TISSUE  TYPING  SERVICES  FOR  CADAVERIC  ORGAN  DONATIONS  FOR  TRANSPLANTATION 

3  IN  NEW  YORK  STATE. 

4  3.   AT  LEAST  SIXTY  DAYS  PRIOR  TO  THE  COMMISSIONER'S  FINAL  APPROVAL  OF 

5  RULES  AND  REGULATIONS  PROPOSED  PURSUANT  TO  THIS  ARTICLE,   OTHER  THAN 

6  EMERGENCY  RULES  AND  REGULATIONS,   THE  COMMISSIONER  SHALL  SUBMIT  SUCH 

7  PROPOSED  RULES  AND  REGULATIONS  TO  THE  COUNCIL  FOR  ITS  REVIEW.  THE  COUN- 

8  CIL  SHALL  REVIEW  SUCH  RULES  AND  REGULATIONS  AND  SUBMIT  ITS  RECOMMENDA- 

9  TIONS  TO  THE  COMMISSIONER  WITHIN  SIXTY  DAYS.  THE  COMMISSIONER  SHALL  NOT 

10  ACT  IN  A  MANNER  INCONSISTENT  WITH  THE  RECOMMENDATIONS  OF  THE  COUNCIL 

11  WITHOUT  FIRST  PROVIDING  TO  THE  COUNCIL  A  WRITTEN   EXPLANATION   OF  THE 

12  REASONS  THEREFOR. 

13  4.   THE  COMMISSIONER  MAY  INQUIRE  INTO  THE  OPERATION  OF  BANKS  AND 

14  STORAGE  FACILITIES  AND  MAY  CONDUCT  PERIODIC   INSPECTIONS  OF  BANKS  AND 

15  STORAGE  FACILITIES   INCLUDING  METHODS,  PROCEDURES,  MATERIALS,  STAFF  AND 

16  EQUIPMENT. 

17  5.   ORGAN  PROCUREMENT  ORGANIZATIONS,   BANKS,  STORAGE  FACILITIES,  AND 

18  OTHER  PERSONS  ENGAGED  IN  PROCUREMENT  ACTIVITIES  SHALL  SUBMIT,  IN  A  FORM 

19  PRESCRIBED  BY  THE  DEPARTMENT,  PERIODIC  REPORTS  OF  PROCUREMENT.  STORAGE 

20  AND  DISTRIBUTION  ACTIVITIES  AND  SUCH  OTHER  INFORMATION  AS  THE  COMMIS- 

21  SIONER  MAY  REQUIRE  TO  CARRY  OUT  THE  PROVISIONS  OF  THIS  ARTICLE.  WHERE 

22  AVAILABLE,  THE  COMMISSIONER  SHALL  UTILIZE  INFORMATION  REPORTED  BY  ORGAN 

23  PROCUREMENT  ORGANIZATIONS  TO  THE  ORGAN  PROCUREMENT  AND  TRANSPLANTATION 

24  NETWORK  ESTABLISHED  PURSUANT  TO  SECTION  THREE  HUNDRED  SEVENTY-TWO  OF  THE 

25  FEDERAL  PUBLIC  HEALTH  SERVICES  ACT. 

26  6.   IN  CONSULTATION  WITH  THE  TRANSPLANT  COUNCIL,  THE  COMMISSIONER  IS 

27  AUTHORIZED  TO  ESTABLISH  SUBCATEGORIES  OF  LICENSES  BASED  UPON  THE  TISSUE 

28  AND  NON-TRANSPLANT  ORGANS  TO  BE  PROCURED  OR  STORED  BY  BANKS  AND  STORAGE 

29  FACILITIES  AND  THE  ACTIVITIES  TO  BE  CONDUCTED  AND  MAY  INCLUDE  DIFFERENT 

30  STANDARDS  FOR  EACH  SUBCATEGORY  OF  LICENSE. 

31  7.   NOTHING  CONTAINED  WITHIN  THIS  ARTICLE  SHALL  LIMIT  THE  AUTHORITY  OF 

32  THE  COUNCIL  ON  HUMAN  BLOOD  AND  TRANSFUSION  SERVICES  TO  ADOPT  RULES  AND 

33  REGULATIONS   CONCERNING  BLOOD  AND  BONE  MARROW  IN  ACCORDANCE  WITH  ARTICLE 

34  THIRTY-ONE  OF  THIS  CHAPTER. 

35  S  4366.  ENFORCEMENT.  1.  THE  COMMISSIONER  MAY  REVOKE,  SUSPEND,  LIMIT  OR 

36  ANNUL.  A  BANK  OR  STORAGE  FACILITY  LICENSE  OR  MAY  FINE  THE  HOLDER  THEREOF 

37  ON  PROOF  THAT  THE  LICENSE  HOLDER  OR  ONE  OR  MORE  PERSONS  IN  ITS  EMPLOY: 

38  (A)   HAS   ENGAGED   IN  MISREPRESENTATION  IN  OBTAINING  THE  LICENSE  OR  IN 

39  THE  OPERATION  OF  THE  BANK  OR  STORAGE  FACILITY; 
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40  (B)  HAS  ENGAGED  OR  ATTEMPTED  TO  ENGAGE  IN  OR  REPRESENTED  ITSELF  AS  BE- 

41  ING  ENTITLED  TO  PERFORM  ANY  PROCUREMENT  OR  STORAGE  ACTIVITY  NOT 

42  AUTHORIZED  IN  THE  LICENSE; 

43  (C)  HAS  DEMONSTRATED  INCOMPETENCE  OR  HAS  SHOWN  RECURRENT  ERRORS  IN  THE 

44  PERFORMANCE  OF  PROCUREMENT  OR  STORAGE  ACTIVITIES; 

45  (D)  HAS  BEEN  CONVICTED  OF  A  FELONY. 

46  2.   NO  LICENSE  SHALL  BE  REVOKED,  SUSPENDED,  LIMITED,  OR  ANNULLED  OR 

47  FINE  IMPOSED  WITHOUT  AN  OPPORTUNITY  FOR  A  HEARING;   PROVIDED,  HOWEVER, 

48  THAT  A  LICENSE  MAY  BE  TEMPORARILY  SUSPENDED  WITHOUT  A  HEARING  FOR  A 

49  PERIOD  NOT  IN  EXCESS  OF  SIXTY  DAYS  UPON  NOTICE  TO  THE  LICENSE  HOLDER 

50  FOLLOWING  A  FINDING  BY  THE  COMMISSIONER  OR  HIS  DESIGNEE  THAT  THE  PUBLIC 

51  HEALTH,  SAFETY,  OR  WELFARE  IS  IN  IMMINENT  DANGER. 

52  (A)   THE  COMMISSIONER  OR  HIS  DESIGNEE  SHALL  FIX  A  TIME  AND  PLACE  FOR 

53  THE  HEARING; 
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1  (B)  A  COPY  OF  THE  CHARGES.  TOGETHER  WITH  A  NOTICE  OF  THE  TIME  AND 

2  PLACE  OF  THE  HEARING,  SHALL  BE  MAILED  TO  THE  LICENSE  HOLDER  AT  THE  AD- 

3  DRESS  OF  THE  BANK  OR  STORAGE  FACILITY; 

4  (C)  ALL  ORDERS  OR  DETERMINATIONS  HEREUNDER  SHALL  BE  SUBJECT  TO  REVIEW 

5  AS  PROVIDED  IN  ARTICLE  SEVENTY-EIGHT  OF  THE  CIVIL  PRACTICE  LAW  AND 

6  RULES. 

7  3.  THE  SUPREME  COURT  MAY  ENJOIN  VIOLATIONS  OR  THREATENED  VIOLATIONS  OF 

8  ANY  PROVISIONS  OF  THIS  ARTICLE  OR  OF  THE  RULES  AND  REGULATIONS  ISSUED 

9  THEREUNDER.  UPON  REQUEST  OF  THE  COMMISSIONER,  THE  ATTORNEY  GENERAL  SHALL 

10  MAINTAIN  AN  ACTION  IN  THE  SUPREME  COURT  IN  THE  NAME  OF  THE  PEOPLE  OF  THE 

11  STATE  TO  ENJOIN  ANY  SUCH  VIOLATION. 

12  S  4367.   SEPARABILITY.  IF  ANY  CLAUSE,  SENTENCE,  PARAGRAPH,  SECTION  OR 

13  PART  OF  THIS  ARTICLE  SHALL  BE  ADJUDGED  BY  ANY  COURT  OF  COMPETENT  JURIS - 

14  DICTION  TO  BE  INVALID,  THE  JUDGMENT  SHALL  NOT  AFFECT.  IMPAIR,  OR  INVALI- 

15  DATE  THE  REMAINDER  THEREOF,  BUT  SHALL  BE  CONFINED  IN   ITS   OPERATION  TO 

16  THE  CLAUSE,   SENTENCE,  PARAGRAPH,  SECTION,  OR  PART  THEREOF  DIRECTLY  IN- 

17  VOLVED  IN  THE  CONTROVERSY  IN  WHICH  THE  JUDGMENT  SHALL  HAVE  BEEN 

18  RENDERED. 

19  S  2.  Subdivisions  2  and  5  of  section  4301  of  the  public  health  lav,  as 

20  added  by  chapter  466  of  the  laws  of  1970,  subdivision  2  as  amended  by 

21  chapter  894  of  the  laws  of  1974  and  the  opening  paragraph  of  subdivision 

22  2  as  amended  by  chapter  786  of  the  laws  of  1986,  are  amended  to  read  as 

23  follows : 

24  2.   Any  of  the  following  persons,  in  the  order  of  priority  stated, 

25  may,  when  persons  in  prior  classes  are  not  available  at  the  time  of 

26  death,   and  in  the  absence  of  actual  notice  of  contrary  indications  by 

27  the  decedent,  or  actual  notice  of  opposition  by  a  member  of  any  of  the 

28  classes  specified  in  paragraph  (a),  (b) ,  (c) ,  (d)  or  (e),  or  other  reas- 

29  ons  to  believe  that  an  anatomical  gift  is  contrary  to  the  decedent's 

30  religious  or  moral  beliefs,  give  all  or  any  part  of  the  decedent's  body 

31  for  any  purpose  specified  in  section  four  thousand  three  hundred  two  of 

32  this  article: 

33  (a)  the  spouse, 

34  (b)  a  son  or  daughter  (twenty-one)  EIGHTEEN  years  of  age  or  older, 

35  (c)  either  parent, 

36  (d)  a  brother  or  sister  (twenty-one)  EIGHTEEN  years  of  age  or  older, 

37  (e)   a  guardian  of  the  person  of  the  decedent  at  the  time  of  his 
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38  death, 

39  (f)  any  other  person  authorized  or  under  the  obligation  to  dispose  of 

40  the  body. 

41  5.   The  rights  of  the  donee  created  by  the  gift  are  paramount  to  the 

42  rights  of  others  except  as  provided  by  section  (four  thousand  three  hun- 

43  dred  seven)  FOUR  THOUSAND  THREE  HUNDRED  EIGHT  of  this  article. 

44  S3.  Section  4302  of  the  public  health  law  Is  amended  by  adding  a  new 

45  subdivision  5  to  read  as  follows: 

46  5.  AN  ORGAN  PROCUREMENT  ORGANIZATION  MEETING  THE  REQUIREMENTS  OF  ARTI- 

47  CLE  FORTY-THREE-B  OF  THIS  CHAPTER. 

48  S  4.  Section  4306  of  the  public  health  law  is  amended  by  adding  a  new 

49  subdivision  4  to  read  as  follows: 

50  4.   AT  THE  TIME  OF  ACCEPTANCE  OF  THE  GIFT,  WHEN  IT  IS  KNOWN  THAT  THE 

51  DONATION  WILL  BE  USED  FOR  OTHER  THAN  TRANSPLANTATION  PURPOSES,  THE  DONEE 

52  IF  REQUESTED  BY  THE  DONOR  OR  THE  DONOR'S  NEXT  OF  KIN  SHALL  ADVISE  THE 

53  DONOR  OR  THE  DONOR'S  NEXT  OF  KIN  OF  THE  BODY  PARTS  TO  BE  UTILIZED.   THE 

54  USES  TO  WHICH  THE  BODY  PARTS  MAY  BE  PUT.  WHETHER  BODY  PARTS  MAY  BE 

55  TRANSFERRED  TO  OTHER  FACILITIES  OR  INSTITUTIONS  AND  PLANS  FOR  THE  ULTl- 
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1  MATE  DISPOSITION  OF  ALL  BODY  PARTS  IF  THE  DONOR  HAS  NOT  SPECIFIED  THE 

2  ULTIMATE  DISPOSITION. 

3  S   5.  Subdivision  1  of  section  4351  of  the  public  health  law,  as  added 

4  by  chapter  801  of  the  laws  of  1985,  is  amended  to  read  as  follows: 

5  1.  Where,  based  on  accepted  medical  standards,  a  patient  is  a  suitable 

6  candidate  for  organ  or  tissue  donation,  the  person  in  charge  of  such 

7  hospital,   or  his  designated  representative ( ,  other  than  a  person  con- 

8  nected  with  the  determination  of  death,)  shall  at  the   time  of  death 

9  request  any  of  the  following  persons,  in  the  order  of  priority  stated, 

10  when  persons  in  prior  classes  are  not  available  and  in  the  absence  of 

11  (1)   actual  notice  of  contrary  intentions  by  the  decedent,  or  (2)  actxial 

12  notice  of  opposition  by  a  member  of  any  of  the  classes  specified  in 

13  paragraph  (a),   (b) ,   (c) ,   (d) ,   or  (e)  hereof  or  (3)  other  reason  to 

14  believe  that  an  anatomical  gift  is  contrary  to  the  decedent's  religious 

15  beliefs,   to  consent  to  the  gift  of  all  or  any  part  of  the  decedent's 

16  body  for  any  purpose  specified  in  article  forty-three  of  this  chapter: 

17  (a)  the  spouse; 

18  (b)  a  son  or  daughter  (twenty-one)  EIGHTEEN  years  of  age  or  older; 

19  (c)  either  parent; 

20  (d)  a  brother  or  sister  (twenty-one)  EIGHTEEN  years  of  age  or  older; 

21  (e)  a  guardian  of  the  person  of  the  decedent  at  the  time  of  his  death. 

22  Where  said  hospital  administrator  or  his  designee  shall  have  received 

23  actual  notice  of  opposition  from  any  of  the  persons  named  In  this  sub- 

24  division  or  where  there  is  otherwise  reason  to  believe  that  an  anatomi- 

25  cal  gift  is  contrary  to  the  decedent's  religious  beliefs,   such  gift  of 

26  all  or  any  part  of  the  decedent's  body  shall  not  be  requested.  Where  a 

27  donation  is  requested,  consent  or  refusal  need  only  be  obtained  from  the 

28  person  or  persons  in  the  highest  priority  class  available. 

29  S  6.  Subdivision  2  of  section  4306  of  the  public  health  law,  as  added 

30  by  chapter  466  of  the  laws  of  1970,  is  amended  to  read  as  follows: 

31  2.   (The)  WHEN  A  DONOR  IS  DETERMINED  DEAD  BASED  ON  IRREVERSIBLE  CESSA- 

32  TION  OF  CIRCULATORY  AND  RESPIRATORY  FUNCTIONS,  THE  TIME  OF  DEATH  SHALL 

33  BE  CERTIFIED  BY  A  PHYSICIAN.  SUCH  PHYSICIAN  MAY  NOT  PARTICIPATE  IN  THE 
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34  PROCEDURE  TO  REMOVE  OR  TRANSPLANT  THE  BODY  FART.  IN  ALL  OTHER  CASES  THE 

35  time  of  death  shall  be  certified  by  the  physician  who  attends  the  donor 

36  at  his  death  and  one  other  physician,  neither  of  whom  shall  participate 

37  in  the  procedure  for  removing  or  transplanting  the  part. 

38  S  7.   Subdivision  2  of  section  A351  of  the  public  health  law  is 

39  REPEALED  and  subdivisions  3,  A  and  5  are  renumbered  subdivisions  2,  3 

40  and  4. 

41  S  8.  This  act  shall  take  effect  immediately,  provided,  however,  that 

42  sections  4362,  4364  and  4366  of  the  public  health  law,  as  added  by  sec- 

43  tion  one  of  this  act  shall  take  effect  on  the  first  day  of  June  next 

44  succeeding  the  date  on  which  it  shall  have  become  a  law,  and  provided 

45  further  that  paragraph  (g)  of  subdivision  4  of  section  4364  of  the  pu- 

46  blic  health  law,  as  added  by  section  one  of  this  act,  shall  take  effect 

47  immediately. 
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Pursuant  to  the  authority  vested  in  the  Commissioner  of  Health  by 
Public  Health  Law  Section  4365  as  added  by  Chapter  589  of  the  Laws  of 
1990,  Part  52  of  Title  10  (Health)  of  the  Official  Compilation  of  Codes, 
Rules  and  Regulations  of  the  State  of  New  York  is  hereby  adopted  to  read 
as  follows: 

Part  52 

TISSUE  WKKS   AND  NON-TRANSPLAHT  ANATOMIC  BANKS 


Subpart  52-1  Definitions 

Subpart  52-2  Tissue  Banks  and  Non- transplant 

,  Licensure 

Subpart  52-3  General  Technical  Standards  for 

Subpart  52-4  Cardiovascular  Tissue  Banks 

Subpart  52-5  Musculoskeletal  Tissue  Banks 

Subpart  52-6  Skin  Banks 

Subpart  52-7  Ey«  Banks 

Subpart  S-8  Gaaete  Banks 

Subpart ti?-9  Hunn  Milk  Banks 

Subpart  52-10  Stea  Cell  Banks  (Bone  Marrow) 

Subpart  52-11  Non- transplant  Anatoalc  Banks 


Anatoaic  Banks  - 

Tissue  Banks 

(Reserved) 
(Reserved) 
(Reserved) 
(Reserved) 

(Reserved) 
(Reserved) 
(Reserved) 
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SUBPART  52-1 
DEFINITIONS 

Section  52-1.1  Definitions.  For  purposes  of  this  Part,  unless  the 
context  indicates  otherwise,  the  following  terms  shall  have  the  following 
meanings: 

(a)  Acquisition  means  any  activity,  including  solicitation, 
retrieval,  and  donor  selection  and  testing,  which  is  necessary  to  obtain 
tissue  for  transplantation,  transfer,  artificial  Insemination  or 
implantation,  or  to  obtain  non-transplant  anatomic  parts  for  research  or 
education. 

(b)  Aseptic  processing  means  the  handling,  preservation  and  packaging 
of  tissue  not  intended  for  secondary  sterilization,  using  methods 
designed  to  prevent  contamination  with  pathogenic  organisms. 

(c)  Aseptic  retrieval  means  the  recovery  of  tissue  in  a  clean  surgical 
field,  uiing  standard  operating  room  techniques. 

(d)  CJt0fca7  libontory  means  a  laboratory  operating  under  a  permit 
issued  pursiimt  to  Article  V,  Title  5  of  the  Public  Health  Law  and/or 
which  meets  the  requirements  of  the  state  in  which  it  is  located  and  of 
the  federal  government  (see  Clinical  Laboratory  Improvement  Amendments  of 
1988),  and  Is  acceptable  to  the  Commissioner  as  specified  herein. 
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(e)  Commissioner  means  the  Commissioner  of  the  New  York  State 
Department  of  Health. 

(f)  Controlling  interest   means  the  ability  to  direct  or  control  the 
operation  or  management  of  a  tissue  bank,  tissue  processing  facility  or 
tissue  storage  facility  (herein  referred  to  as  a  facility),  including,  but 
not  limited  to,  the  ability  or  authority,  expressed  or  reserved,  to: 

(1)  amend  or  change  the  corporate  or  operating  identity  (e.g.,  joint 
venture  agreement  or  unincorporated  business  status)  of  the  facility; 

(2)  approve  operating  and  capital  budgets  of  the  facility; 

(3)  adopt,  approve  or  direct  facility  fiscal  operating  policies  and 
procedures; 

(4)  approve  debt  necessary  to  finance  the  facility's  costs  of 
compliance  with  operational  or  plant  standards  required  by  law; 

(5)  approvt  contracts  for  management  of  facility  services; 

(6)  Mm  or  dismiss  the  medical  director  or  tissue  bank  director  and 
non-technical  personnel; 

(7)  maintain  and  control  the  books  and  financial  records  of  the 
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faciluy;     ■ 

(8)  control  any  of  the  assets  of  the  facility; 

(9)  encumber  the  assets  of  the  facility  by  way  of  mortgage  or  other 
Indebtedness;  and 

(10)  dissolve  the  facility  or  arrange  for  the  sale  or  transfer  of  the 
facility  to  new  ownership  or  control. 

(g)  Department   means  the  New  Yoric  State  Department  of  Health. 

(h)  Direct  ownership  interest   means  the  possession  of  stock,  equity 
in  the  capital,  or  any  interest  in  the  profits  of  the  facility. 

(i)  Distribution  means  any  activity  necessary  to  distribute  tissue 
for. transplantation,  transfer,  artificial  insemination  or  implantation 
from  the  tissue  bank  to  the  transplantation  facility,  including  allocation 
and  transportation,  but  shall  not  include  transportation  within  the 
transplantation  facility.  Distribution  shall  also  Include  distribution  of 
non- transplant  anatoalc  parts  from  the  bank  to  the  research  or  education 
facility.  - 

(j)  Donor  mtans  a  human  being,  living  or  dead,  who  is  the  source  of 
tissue  or  non-transplant  anatomic  parts  for  transplantation,  transfer, 
artificial  Insemination,  Implantation,  education  or  research  purposes. 
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(k)  FDA   means  the  Food  and  Drug  Administration  of  the  Unired  States 
Department  of  Health  and  Human  Services. 

(1)  Indirect  ownership  interest   means  the  possession  of  stock,  eaui'.y 
in  the  capital,  or  any  interest  in  the  profits  of  an  entity  with  a  direct 
or  indirect  ownership  interest  in  the  facility.  For  example,  if  an 
entity  owns  ten  percent  of  the  stock  In  a  corporation  that  owns  80  percent 
of  the  stock  in  a  facility,  that  entity's  interest  equates  to  an  eight 
percent  indirect  ownership  interest. 

(m)  Medical  advisory  committee   means  a  committee  composed  of  at  least 
five  members  with  experience  and  expertise  in  the  fields  specified  in  the 
Subpart  specific  to  the  category  or  categories  of  tissue  services 
provided,  who  are  responsible  for  monitoring  the  medical  efficacy  of  the 
tissue  bank  and  setting  operating  policies  and  procedures. 

(n)  Medical  director  means  a  physician  who  meets  the  requirements  of 
section  52-2. 5(a) (3)  of  this  Part. 

(o)  Noii'truisplMt  Mitomic  bank  means  any  person  or  facility  that 
solicits,  nUrleves,  performs  donor  selection  and/or  testing,  preserves. 
transport*/ allocates,  distributes,  acquires,  processes,  stores  or 
arranges  for  the  storage  of  non-transplant  anatomic  parts,  including 
bodies,  body  parts,  organs  or  tissues  from  living  or  cadaveric  donors,  for 
purposes  of  education  and/or  research  conducted  at  another  facility.  Any 
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person  who  stores  bodies,  body  parts,  crgan;  or  tissues  solely  for 
purposes  of  research  and/or  education  conducted  by  such  person  shall  io" 
be  deemed  a  non-transplant  anatomic  bank. 

(p)  Owner  means  a  person,  persons,  or  an  entity  with  direct  or 
indirect  ownership  Interest  in  a  facility. 

(q)  Person   means  an  individual,  corporation,  government  or 
governmental  subdivision  or  agency,  business  trust,  estate  trust, 
partnership  or  association,  or  any  other  legal  entity,  other  than  the 
Office  of  Mental  Health. 

(r)  Principal  stockholder  means  any  person  who  owns  (whether  of 
record  or  as  beneficiary),  holds  or  has  the  power  to  vote,  ten  percent  or 
more  of  any  class  of  securities  issued  by  a  corporation. 

(s)  Processing  means  any  activity  necessary  to  prepare,  preserve  for 
storage,  remove  from  storage  and/or  conduct  laboratory  testing  to  assure 
the  potency,  quality  and/or  sterility  of  bodies,  body  parts,  organs  or 
tissue  for  research  and/or  education  purposes,  or  tissue  for 
transplantation,  transfer,  artificial  Insemination  or  Implantation. 

(t)  Procvrt  mean?  any  activity  which  1$  necessary  for  the  procurement 
of  organs  ir  tissue  for  transplantation,  research,  education,  therapy, 
fertilization,  or  autologous  purposes  Including  solicitation,  retrieval, 
donor  selection  and  testing,  clinical  laboratory  testing.  Including 
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typing,  preservation,  transporta:'or,  allocation,  distribution,  sto'-ace. 
and  payment  activities. 

(u)  Recipient   means  a  patient  who  receives  tissue  through 
transplantation,  artificial  insemination,  transfer  or  implantation. 

(v)  Secondarily  sterilized  tissue   means  tissue  subjected  to  a 
sterilization  process  using  ethylene  oxide  gas,  gamma  irradiation,  or 
other  sterilization  method  generally  accepted  by  leading  authorities  in 
transplant  medicine  and  approved  by  the  department. 

(w)  Service,  area  means  a  geographic  area  for  acquisition  and/or 
distribution  services  approved  by  the  United  States  Secretary  of  Health 
and  Human  Services  or,  in  the  absence  of  such  approval,  by  the  department 
pursuant  to  the  standards  established  in  this  Subpart. 

(x)  Storage  means  any  activity  necessary  to  store  tissue  for 
transplantation,  transfer,  artificial  insemination  or  implantation,  or 
non-transp1ant  anatomic  parts  for  research  and/or  education  purposes. 

(y)  Tissue  bank  Mans  any  person  or  facility  which  solicits, 
retri eves ».|)wf eras  donor  selection  and/or  testing,  preserves,  transports, 
allocateSf^i^strlbutes,  acquires,  processes,  stores  or  arranges  for  the 
storage  of  human  tissues  for  transplantation,  transfer,  therapy, 
artificial  insemination  or  Implantation,  Including  autologous  procedures. 
An  organ  procurement  organization  shall  not  constitute  a  tissue  bank 
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solely  by  virtue  of  storing  or  arranging  for  :ne  storage  of  "ea'-:  -i  -ri. 
Tissue  banks  shall  be  issued  a  license  in  the  specific  category  of  t'ssue 
and  type  of  tissue  services  provided  as  described  in  subdivision  (bo) 
herein,  and  shall  be  required  to  comply  with  the  standards  applicable  to 
the  category  or  categories  of  tissue  acquired,  processed,  stored  anc  or 
distributed.  Categories  of  tissue  and  their  definitions  are: 

(1)  Cardiovascular  tissue  means  human  heart  valves,  aorta,  great 
vessels,  pericardium,  saphenous  vein,  umbilical  vein,  or  any  other 
cardiovascular  tissue  for  transplantation. 

(2)  Musculoskeletal  tissue  means  human  bone,  tendon,  ligament,  muscle. 
fascia,  cartilage,  dura,  or  any  other  musculoskeletal  tissue  for 
transplantation. 

(3)  Skin  means  any  human  skin  tissue  for  transplantation. 

(4)  Eye  means  a  hunan  cornea  or  any  other  eye  tissue  for 
transplantation. 

(5)  Gamett  oMans  hunn  semen  or  ova  tissue  for  use  In  artificial 
inseminatftfiror  any  other  assisted  reproductive  procedure. 

(6)  Humtn  milk  means  human  milk  for  therapeutic  purposes. 

(7)  Stem  cells  means  precursor  or  progenitor  hematopoietic  cells 
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derived  from  bone  marrow  or  other  tissue  sources  [jS~   S'jftpar:  53-=  :- 
this  Title). 

(z)  Tissue  bank  compliance  officer  means  an  employee  of  a  tissue 
transplantation  facility  who  is  responsible  for  communicating  a'.  1 
department  requirements  pertinent  to  transplantation  services  to  eac.n 
transplantation  service  director  in  the  facility  and  for  responding  -.o 
inquiries  from  the  department  regarding  compliance  with  this  Part. 

(aa)  Tissue  bank  director  means  a  person  who  is  appointed  by  the  owner 
of  a  tissue  bank  and  Ineets  the  requirements  of  section  52-2. 5(a) (2)  of 
this  Part,  who  njay  be  the  medical  director  and  has  responsibility  for  the 
operation  of  the  tissue  bank. 

(bb)  Tissue  services  means  the  type  and  extent  of  services  provided  by 
tissue  banks  acquiring,  processing,  storing  and/or  distributing  tissues 
for. transplantation,  transfer,  artificial  insemination  or  implantation. 
Types  of  tissue  services  sites  and  their  definitions  are: 

(1)  Comprehensive  tissue  procurement  service  means  a  facility  or 
organization  that  engages  in  donor  selection,  solicitation  and  retrieval 
activities jpelated  to  tissues  from  living  and/or  cadaveric  donors. 

(2)  LiMited  tissue  procurement  service  means  a  facility  or 
organization  whose  tissue  acquisition  activities  are  limited  to  donor 
selection  and  solicitation  by  its  own  staff.  Retrieval  of  tissues  on  the 
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premises  of  a  limited  tissue  procurement  service  is  performed  by  :rs 
staff  or  agents  of  a  comprehensive  tissue  procurement  service. 

(3)  Tissue  processing  facility  means  a  facility  or  organization  that 
engages  in  any  or  all  activities  associated  with  processing,  storage 
and/or  distribution  of  donated  human  tissues  for  transplantation, 
transfer,  artificial  insemination  or  implantation. 

(4)  Tissue  storage  facility  means  a  facility  that  engages  in  any  or 
all  activities  associated  with  storage  and  distribution  of  donated  human 
tissues  for  transplantation,  transfer,  artificial  insemination,  and/or 
implantation. 

(5)  Tissue  transplantation  facility  means  a  facility  which  temporarily 
stores  and  transplants  tissue,  and  includes  facilities  which  perform 
autologous  transplantation  procedures,  if  the  autologous  tissue  leaves  the 
operating  room  for  processing  and/or  storage. 

(6)  Tissue  transplantation  service  means  a  unit  within  a  tissue 
transplantation  facility  that  is  independently  supervised  and  transplants 
one  or  more  types  of  tissue. 

(7)  InstmfftMtlon/iaplantation  site  means  a  location  at  which 
artificial  insemination  or  other  assisted  reproductive  procedures  are 
performed,  using  gametes  from  donors  and/or  client -depositors. 
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(cc)  Transp,Jantation  service  director  means  a  physician  wno 
tissue  transplantation  service. 
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SUBPART  52-2 

TISSUE  BANKS  AMD  NON-TRANSPUWT  ANATOHIC  BANKS  -  LICENSURE 

Section 

52-2.1  Licensure 

52-2.2  Provisional  licensure 

52-2.3  Ownership  or  controlling  interest  reporting  requirements 

52-2.4  Special  criteria  for  tissue  bank  licensure 

52-2.5  License  issuance  and  denial 

52-2.6  Financial  disclosure  and  fees  for  services 

52-2.7  Administration  and  direction 

52-2.8  Administration  of  a  tissue  transplantation  facility 

52-2.9  Required  records 

52-2.10  Compliance  with  standards 

Section  52-2.1  Licensure,  (a)  Any  person  who  plans  to  operate  a 
tissue  bank  or  non-transplant  anatomic  bank  or  distribute  tissue  or  non- 
transplant  anatOBic  parts  In  New  York  State  must  submit  a  completed, 
signed  application  to  the  department  and  obtain  a  license  from  the 
department  prf or  to  the  operation  of  such  a  tissue  bank  or  non- 
transplant  anatomic  bank  or  conduct  of  such  activity,  unless  otherwise 
specified  In  this  Part. 
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(b)  The  department  shall  provide,  upon  request,  an  application  fzr 
licensure  as  a  tissue  bank,  except  for  a  license  for  a  limited  tissue 
procurement  service,  which  may  require  information  including,  but  not 
limited  to,  the  following: 

(1)  the  name,  address  and  telephone  number  of  the  bank; 

(2)  the  days  and  hours  of  bank  operation; 

(3)  the  type  of  organization  sponsoring  the  bank,  i.e!,  proprietary, 
municipal,  or  non-profit; 

(4)  the  type  of  ownership,  i.e.,  individual,  partnership,  corporation, 
or  government; 

(5)  if  ownership  is  individual,  corporation  or  partnership:  the  name 
and  principal  office  address  of  the  entity,  and  the  name,  title,  home 
address  and  Social  Security  number  and  federal  employer  identification 
number.  If  any,  of  the  owner,  officers  of  the  corporation  or  the  partners; 

(6)  If  gov«mMnt-op«rated:  the  name,  principal  office  address  of  the 
govemawitiiltlty  and  the  name(s),  title{s),  and  addresses  of  the 
administrator  rtsponslble  for  the  operation  of  the  bank  in  conjunction 
with  the  (f? rector; 

(7)  except  for  facilities  established  pursuant  to  Public  Health  Law 
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Article  23,  for 'any  person  or  entity  with  a  direct  or  indirect  owne-sr-: 
interest  in  the  tissue  bank  of  five  percent  or  more,  or  any  owner  wnc  ■:   a 
licensed  health  professional  and  is  authorized  by  law  to  prescribe  fsije 
services  and/or  perform  tissue  transplantation  services,  or  principal 
stock  holder  or  any  person  or  entity  with  a  controlling  interest: 

(i)  name,  home  address,  and  Social  Security  number  and  employer 
identification  numbep,  if  any,  of  such  persons,  or  for  a  corporation,  tne 
corporate  name,  principal  place  of  business,  corporate  executive  office 
address  and  employer  identification  number; 

(ii)  the  manner  in  which  the  person  or  entity  has  an  ownership 
interest  or  a  controlling  interest,  and  the  percentage  of  such  ownership 
interest; 

(lii)  any  existing  or  prior  direct  or  indirect  ownership  interest  or 
status  as  a  person  or  entity  with  a  controlling  interest  in  any  other 
tissue  bank,  laboratory,  funeral  firm  or  health  care  facility  holding  a 
New  York  State  or  New  York  City  license,  permit  or  certificate  of 
operation,  and  the  name  and  address  of  such  tissue  bank,  laboratory,  firm 
or  facility,  and  whtthcr  such  bank,  laboratory,  firm  or  facility  has  had 
its  permit- or  license  denied,  revoked,  suspended,  limited  or  annulled,  or 
currently  Na^  an  enforcement  proceeding  pending  against  it;  and 

(iv)  whether  the  person  or  entity  has  been  convicted  of,  or  pled 
guilty  to,  a  criminal  offense  related  to  the  operation  of  a  bank, 
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^aooratory  or  health  care  facility,  or  of  any  programs  establisheo 
pursuant  to  Titles  XVIII,  XIX  or  XX  of  the  Federal  Social  Security  A::: 
and 

(8)  the  category  or  categories  of  tissue,  and  the  type  or  types  of 
tissue  services  to  be  provided; 

(9)  a  description-of  the  tissue  bank  premises  and  equipment; 

(10)  any  other  employment  of  the  tissue  bank  director  and/or  medical 
director,  including  the  position  and  number  of  hours  worked; 

(11)  the  name,  position,  qualifications,  duties  and  work  schedule  of 
all  technical  personnel; 

(12)  a  copy  of  all  existing  tissue  acquisition  and/or  processing 
agreements; 

(13)  a  description  of  the  tissue  bank's  proposed  or  existing  service 
area  for  acquisition  and/or  distribution  of  tissue; 

(14)  ».^cript1on  of  educational  programs.  Including  those  programs 
designed  tOMCourage  tissue  donation; 

(15)  donor  and  recipient  selection  and  testing  criteria; 
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(lo;  a  copyof  each  protocol  or  procedure  required  in  this  Subcar:  an: 
n  the  Subpart  for  each  category  of  tissue; 


(17)  any  information  required  in  the  Subpart  for  each  category  of 
tissue: 

(18)  for  a  corporation:  a  copy  of  the  existing  certificate  of 
incorporation,  by-laws  and  any  certificates  of  doing  business  under  an 
assumed  name,  or  for  a  partnership:  a  copy  of  the  partnership  agreement 
and  any  certificates  of  doing  business  under  an  assumed  name;  and 

(19)  for  the  tissue  bank  director  and  medical  director,  if  applicable, 
the  following  infonnation: 

(i)  name; 

(ii)  work  and  home  addresses  and  work  telephone  number; 

(ill)  educational  background;  and  '  ^ 

(1v)  work  experience.  Including  all  places  of  employment  and 
positions  bald  for  the  ten  years  Immediately  preceding  the  date  of  the 
appllcatlm^'  and 

(20)  the  name,  title,  work  address  and  telephone  number  of  the  tissue 
bank  compliance  officer  and  tissue  transplantation  service  dlrector(s)  if 

16 


243 

such  personnel  are  required  pursuant  to  this  Part. 

(c)  An  application  for  licensure  as  a  limited  tissue  procurement 
service  or  a  non-transplant  anatomic  bank  shall  require  the  information 
specified  in  paragraphs  (1)  through  (8)  of  subdivision  (b)  above,  and: 

(1)  a  list  of  all  tissue  banks  performing  tissue  acquisition 
activities  on  the  premises  of  a  limited  tissue  procurement  service;  and 

(2)  the  name,  title  and  business  telephone  number  of  the  person  with 
primary  responsibility  for  compliance  with  Public  Health  Law  Article  43-B. 

(d)  Any  dentist  op  physician  whose  use  of  tissue  is  limited  to 
secondarily  sterilized  tissue  is  not  required  to  be  separately  licensed 
pursuant  to  this  Part,  provided  he  or  she  is  licensed  by,  and  currently 
registered  with,  the  State  Education  Department. 

■(e)  Shipping  of  any  tissue  from  an  out-of-state  facility  shall 
constitute  distribution  and  shall  require  a  license,  unless  the  tissue  is 
avascular  eye  tissue  shipped  to  a  licensed  comprehensive  tissue 
procurentnt  strvict  or  secondarily  sterilized  tissue.  However,  the 
receiving  llemsed  coaprehensive  tissue  procurement  service  shall  be 
responsll 


(1)  the  safety  and  appropriateness  of  the  imported  tissue  as  specified 
in  Subpart  52-3;  and 
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(2)  obtaining  documentation  that  valuable  consideration  has  no:  Dee.n 
paid  to  the  out-of-state  facility  transferring  the  tissue.  Documentation 
that  the  transferring  out-of-state  facility  is  a  non-profit  organization 
shall  create  a  presumption  that  valuable  consideration  has  not  been  oaid. 

(f)  All  changes  in  the  tissue  bank  director,  medical  director,  owner 
or  persons  with  a  controlling  interest  shall  be  reported  as  specified  in 
section  52-2. 3(a)  and  (b)  of  this  Subpart. 

52-2.2  Provisionil  licensure,  (a)  The  department  may  issue  a 
provisional  license  which  shall  be  valid  for  a  period  determined  by  the 
department  to  be  sufficient  to  enable  the  department  to  assess  the 
compliance  of  the  tissue  bank  or  non-transplant  anatomit  bank  with  this 
Part.  The  provisional  license  may  be  renewed  pending  issuance  or  denial 
of  a  license. 

(b)  Except  for  a  limited  tissue  procurement  service,  a  tissue  bank 
initially  applying  for  a  license  may  be  issued  a  provisional  license 
provided  it  meets  the  following  conditions: 

(1)  a  v^ld  and  complete  license  application  has  been  filed; 

(2)  unfess  the  site  is  a  tissue  transplantation  facility  or 
insemination  site,  a  medical  advisory  comnlttee,  consisting  of  at  least 
five  individuals  with  experience  in  tissue  banking  and/or  transplantation 
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medicine,  has  been  designated; 

(3)  if  the  tissue  bank  has  been  inspected  by  the  department,  the 
tissue  bank  has  provided  satisfactory  evidence  of  correction  of  any 
deficiencies  found;  and 

(4)  the  owners  and/or  persons  with  a  controlling  interest,  tissue  zi'-.k 
director,  medical  director,  tissue  bank  compliance  officer  and 
transplantation  service  director,  as  required,  meet  the  requirements  of 
this  Part  and  possess  the  education  and  experience  necessary  to  ensure 
that  the  tissue  bank  is  operated  in  substantial  compliance  with  this  Part. 

(c)  A  non-transplant  anatomic  bank  or  a  limited  tissue  procurement 
service  initially  applying  for  a  license  may  be  issued  a  provisional 
license  provided  it  submits  a  complete  application. 

,(d)  A  provisional  license  may  be  withheld  if  the  director,  medical 
director,  tissue  bank  compliance  officer,  or  any  owner  or  person  with  a 
controlling  Interest  applying  for  a  provisional  license  has  ever  directed, 
owned  or  controlled  a  health  care  facility,  laboratory,  tissue  bank, 
funeral  directing  flni,  or  non-transplant  anatomic  bank  which  has  had  its 
permit  orp^pmss  denied,  revoked,  suspended,  limited  or  annulled,  or 
which  has^  ^  tnf orcoMnt  proceeding  against  it  pending  at  the  time  of 
appl1cat1i)n  for  a  provisional  license. 

(e)  A  provisional  license  may  be  denied  or  terminated,  without  a 
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hearing,  if  the' department  finds  that  the  tissue  bank  or  non-transplant 
anatomic  bank  is  not  operated  in  substantial  compliance  with  the 
applicable  provisions  of  section  52-2.5  of  this  Subpart. 

(f)  The  valid  provisional  license  must  be  conspicuously  posted  within 
the  facility. 

52-2.3  Ownershipor  controlling  interest  reporting  requirements,  (a) 
Except  for  a  tissue  bank  owned  and  operated  by  a  facility  established 
pursuant  to  Public  Health  Law  Article  28,  any  change  in  the  direct  or 
indirect  ownership  status  of  five  percent  or  more  or  in  a  controlling 
interest,  in  a  tissue  bank  or  non-transplant  anatomic  bank,  must  be 
reported  to  the  department  on  a  new  application  within  thirty  (30)  days  of 
the  change.  Such  application  shall  be  reviewed  in  accordance  with  section 
52-2. 5(a)(1), (2), (3), (4)  and  (5)  or  52-2. 5(b)  or  (c)  of  this  Subpart.  Any 
change  in  the  direct  or  indirect  ownership  status  or  of  a  person  with  a 
controlling  interest  which  requires  Public  Health  Council  approval 
pursuant  to  Public  Health  Law  Article  28,  roust  be  reported  to  the 
department  within  thirty  (30)  days  of  the  change. 

(b)  All  changts  in  tissue  bank  director,  medical  director,  non- 
transplairtHBitomic  bank  director,  or  tissue  bank  compliance  officer  must 
be  reportt^to  th«  department  in  writing  within  five  (5)  days  of  the 
change,  and  a  new  application  reflecting  all  changes  since  the  prior 
application  must  be  submitted  within  thirty  (30)  days  of  the  change.  Such 
application  shall  be  reviewed  in  accordance  with  section  52- 
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2. 5(a)(1). (2), (3), (4)  and  (5),  or  52-2. 5(b)  or  (c)  of  zn:i   Suooa't. 

(c)  If  any  person  or  corporation  with  an  ownershtp  or  controlling 
interest  in  a  tissue  bank  or  non-transplant  anatomic  bank  of  five  percent 
or  more  has  been  convicted  of  a  criminal  offense  related  to  the  operation 
of  such  a  bank,  a  laboratory  or  of  any  programs  established  by  Titles 
XVIII,  XIX  or  XX  of  the  Federal  Social  Security  Act,  such  conviction  .-nus: 
be  disclosed  within  thirty  (30)  days  of  its  occurrence.  Conviction  does 
not  necessarily  bar  ownership;  the  department  shall  review  the  conviction 
under  the  requirements  of  the  Public  Health  Law  to  determine  whether  the 
conviction  may  affect  the  ability  of  the  bank  to  operate  in  compliance 
with  Article  43-B  and  Article  5.  Title  V  of  the  New  York  State  Public 
Health  Law,  and  applicable  State  and  federal  regulations  regarding  the 
operation  of  tissue  banks. 

(d)  Ownership  of  or  controlling  interest  In  any  other  tissue  bank, 
non-transplant  anatomic  bank,  laboratory  or  health  care  facility  holding  a 
New  York  State  or  New  York  City  license  must  be  disclosed  within  thirty 
(30)  days  of  any  change  in  such  status. 

(e)  Failure  to  coaply  with  the  reporting  and  application  requirements 
of  this  secHon  will  result  In  termination  of  the  license. 

52-2.4  Special  criteria  for  tissue  bank  licensure,  (a)  Prior  to 
approving  an  application  for  a  license  to  operate  a  tissue  bank,  other 
than  a  limited  tissue  procurement  service  or  a  tissue  transplantation 
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facility,  which' acquires,  processes,  stores  and/or  distributes  ■.:;$-=  -;r 
transplantation,  transfer,  artificial  insemination  or  implantation,  tne 
department  shall  consider: 

(1)  the  applicant's  ability  and  intent  to  arrange  for  the  acquisition. 
processing,  storage  and/or  distribution  of  usable  donated  tissue  witnin 
the  designated  geographic  area  of  service; 

(2)  the  applicant's  ability  to  establish  and  maintain  effective 
agreements  for  tissue  acquisition  with  hospitals; 

(3)  the  applicant's  ability  to  engage  and  participate  in  systematic 
efforts,  Including  professional  and  public  education,  to  acquire  usable 
tissue; 

(4)  the  applicant's  ability  to  establish  and  meet  quality  standards 
for  the  acquisition,  processing,  storage  and/or  distribution  of  tissue; 

(5)  the  applicant's  ability  to  arrange  for  the  selection  and  testing 
of  donors  and/or  testing  and  processing  of  donated  tissue; 

(6)  tiifieharacter  and  competence  of  the  tissue  bank  operator,  the 
bank's  ofnUis,  directors,  principal  stockholders  and  persons  with  a 
controlling  interest.  Including  the  quality  of  care  or  professional 
services  provided  either  by  themselves  or  through  any  health  care  entity 
or  business  operated  or  controlled  by  such  persons;  and 
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(7)  with  respect  to  tissue  banks  created  after  June  1,  1991,  the 
existence  and  activities  of  other  tissue  banks  in  the  geographic  area  to 
be  served  by  the  applicant,  and  the  statewide  need  for  tissue  to  b? 
distributed  by  the  applicant,  as  determined  by  a  review  of  the  following 
factors,  as  applicable: 

(1)  the  current  and  projected  population  characteristics  of  the 
service  area,  including  relevant  health  status  indicators; 

(ii)  normative  criteria  for  age-specific  and  sex-specific  rates  of 
tissue  utilization; 

(iii)  procedures  to  assure  that  tissues  are  distributed  based  on 
medical  need  and  not  preferentially  distributed  according  to  the  donor  or 
recipient's  membership  in  a  category  based  on  race,  color,  creed,  national 
origin,  marital  status,  social  organization  or  income,  except  if 
medically  indicated;  and 

(iv)  the  need  of  the  population  served  or  to  be  served  for  the  types 
of  tissue  services  proposed  for  each  category  of  tissue,  and  the  extent  to 
which  all  «««1dents  in  the  service  area  will  have  access  to  those 
services. ^iili  population  need  analysis  for  each  proposal  /  .11  include  a 
determination  of  the  appropriate  service  area  for  distribution  of  tissues. 
After  reviewing  the  evidence,  the  Commissioner  may  determine  that  the 
proposed  service  area  is  not  acceptable  and  may  direct,  as  a  condition  of 
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licensure,  that  additional ,  fewer,  or  different  areas  be  served. 

(b)  Prior  to  approving  an  application  for  a  license  to  operate  a 
tissue  transplantation  facility,  the  department  shall  consider  the  special 
criteria  listed  in  subdivision  (a)  above  except  for  paragraphs  (1).  (2). 
(3),  (5)  and  (7). 

(c)  Prior  to  approving  an  application  for  a  license  to  operate  a 
limited  tissue  procurement  service,  the  department  shall  consider  the 
special  criteria  listed  in  subdivision  (a)  above  except  for  paragraphs   J 
(1),  (2).  (5)  and  (7). 

52-2.5  License  Issuance  and  denial,  (a)  A  tissue  bank,  other  than  a 
tissue  transplantation  facility  or  a  limited  tissue  procurement  service, 
shall  be  issued  a  license  for  one  or  more  tissue  categories,  provided 
that: 

(1)  the  owner(s)  and/or  an  authorized  representative  have  submitted  a 
license  application  pursuant  to  this  Subpart; 

(2)  a  tissue  bank  director  has  been  appointed  who: 

(i)  Is  A  physician  licensed  and  currently  registered  to  practice 
medicine  H   New  York  State  or  in  the  state  in  which  he  or  she  practices, 
and  has  at  least  two  years*  training  or  experience  in  the  category  or 
categories  of  tissue,  or  in  a  related  field;  or 
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(ii)  is  a  person  with  a  doctoral  degree  in  an  appropriate  bioiogica" 
science,  and  has  a  minimum  of  two  years'  clinical,  laboratory  or  tissue 
banking  experience  in  the  category  or  categories  of  tissue,  or  in  a 
closely  related  field,  as  determined  by  the  department;  or 

(ill)  is  a  person  with  a  master's  degree  in  an  appropriate  biological 

science,  and  has  a  minimum  of  four  years'  clinical,  laboratory  or  tissue 

banking  experience  in  the  category  or  categories  of  tissue,  or  in  a 
closely  related  field,  as  determined  by  the  department;  or 

(iv)  is  a  person  with  a  bachelor's  degree  in  an  appropriate  biological 
science,  and  has  a  minimum  of  six  years'  clinical,  laboratory  or  tissue 
banking  experience  in  the  category  or  categories  of  tissue,  or  in  a 
closely  related  field,  as  determined  by  the  department;  or 

(•v)  has  been  serving  as  a  tissue  bank  director  as  of  June  1,  1991  at 
the  bank  which  is  the  subject  of  the  licensure  application;  and 

(vi)  holds  a  current  certificate  of  qualification  from  the  department, 
in  the  category  or  categories  of  testing,  if  laboratory  testing  is 
performed  Im  the  tissue  bank; 

(3)  the  nedical  director  is  a  physician  licensed  and  currently 
registered  to  practice  medicine  in  New  York  State  or  in  the  state  in  which 
he  or  she  practices.  The  tissue  bank  director  may  serve  as  the  medical 
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airector  if  he  er  she  is  a  physician  licensed  and  currently  registered  :: 
practice  medicine  in  New  York  State  or  in  the  State  in  which  he  or  sne 
practices; 

(4)  for  tissue  batiks  other  than  insemination/implantation  sites,  the 
medical  advisory  committee  is  found  acceptable  by  the  department; 

(5)  the  department  has  found  that  the  tissue  bank  owners  and  parties 
with  a  controlling  interest,  medical  director,  and  tissue  bank  director. 
have  the  character  and  competence  to  ensure  that  the  tissue  bank  is 
competently  staffed,  properly  equipped,  and  operated  In  accordance  with 
the  law,  and  that  such  tissue  bank  will  be  so  operated.  In  making  such  a 
determination,  the  department  shall  consider  the  factors  listed  In 
subdivision  (d)  herein  with  respect  to  the  tissue  bank,  the  director, 
medical  director,  and  owner(s)  of  the  ttssue  bank,  and  any  affiliated 
person,  including  parties  with  a  controlling  interest;  and 

(6)  the  tissurbank  has  corrected  deficiencies  found  on  any 
inspection  conducted  by  the  department  and  any  deficiencies  noted  by  the  : 
department  in  the  standard  operating  procedures  manual  submitted  with  the 
application. 

(b)  A  ttlsut  transplantation  facility  shall  be  Issued  a  license  for 
one  or  more  tissue  categories,  provided  that: 

(1)  the  owner(s)  and/or  authorized  representative  have  submitted  a 
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license  appl'ca'ion  pursuant  to  this  Subpart: 

(2)  a  tissue  bank  compliance  officer  has  been  appointed: 

(3)  a  director  who  is  a  physician  licensed  and  currently  registered  to 
practice  medicine  in  New  York  State  is  appointed  for  each  tissue 
transplantation  service  within  the  tissue  transplantation  facility; 

(4)  the  tissue  transplantation  facility  is  established  pursuant  to 
Public  Health  Law  Article  28  or  is  the  private  office  of  a  physician 
licensed  and  currently  registered  to  practice  medicine  in  New  York  State: 

(5)  the  department  has  found  no  evidence  that  the  tissue  bank 
compliance  officer  and  director  of  each  tissue  transplantation  service 
within  the  tissue  transplantation  facility  lack  the  character  and 
competence  to  ensure  that  the  tissue  transplantation  facility  Is 
competently  staffed,  properly  equipped,  and  operated  in  accordance  with 
the  law,  and  that  such  tissue  transplantation  facility  will  be  so 
operated.  In  making  such  a  determination,  the  department  shall  consider 
the  factors  listed  in  subdivision  (d)  herein  with  respect  to  the  tissue 
transplantation  facility,  the  tissue  bank  compliance  officer  and  the 
director  (Hbiach  tissut  transplantation  service  within  the  tissue 
transplantHnn  facility;  and 

(6)  th«  tissut  transplantation  facility  has  corrected  any  deficiencies 
noted  by  th«  departocnt  in  the  written  standard  operating  procedure  or 

27 


254 


records  of  tissoe  distribution  and,  if  Inspected,  the  tissue 
transplantation  facility  has  corrected  any  deficiencies  found. 

(c)  A  non-transplant  anatomic  bank  or  limited  tissue  procuremer^    1 
service  shall  be  issued  a  license  provided: 

(1)  the  owner(s)  and/or  authorized  representative  have  submitted  a 
license  application  pursuant  to  this  Subpart; 

i 

(2)  If  Inspected,  the  banic  has  corrected  any  deficiencies  found;  and 

(3)  the  bank  Is  competently  staffed,  properly  equipped,  and  operated 
in  accordance  with  the  law.  In  making  such  a  determination,  the 
department  may  consider  the  factors  listed  in  subdivision  (d)  herein  with 
respect  to  the  bank,  the  dlrector(s)  and  owner(s)  of  the  bank,  and  any 
affiliated  person,  including  parties  with  a  controlling  Interest. 

(d)  In  determining  whether  to  deny  a  license,  the  department  may 
consider  the  following  factors  with  respect  to  the  tissue  bank  or  non- 
transplant  anatonlc  bank  dlrector(s)  and  owner(s),  and  any  affiliated 
person,  including  parties  with  a  controlling  Interest: 

(1)  fsijk  representation  or  omission  of  a  material  fact  In  filing  the 
license  application  or  during  Inspection; 

(2)  failure  to  supply  further  information  necessary  to  process  the 
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license  application,  witnin  three  (3)  months  of  the  department's  wri'.-.s'-. 
request,  without  satisfactory  explanation; 

(3)  conviction  of  any  crime  or  sustained  charges  of  administrative 
violations  of  state  or  federal  laws,  rules  and  regulations,  related  to  the 
operation  of  a  site  performing  health  care  services  or  a  funeral 
directing  firm,  Including,  but  not  limited  to,  the  Public  Health  Law  or 
related  statutes; 

(4)  the  employment  of  unqualified  technical  personnel  or  an 
insufficient  number  of  such  personnel  or  support  personnel; 

(5)  a  pattern  of  deficiencies  on  on-site  Inspection,  especially  in 
areas  of  quality  assurance,  management,  and  handling  of  regulated  medical 
waste  and  radioactive  materials,  including: 

[i)     refusal  or  inability  to  produce  records  or  reports  as  requested 
by  department  employees; 

(II)  failure  to  correct  deficiencies  from  inspection  to  inspection; 
and 

(III)  ^iMitlon  fro«  regulations  and/or  accepted  standards  so  as  to 
jeopardiz*  the  quality  of  tissue  services  provided  or  pose  a  hazard  to 
employees,  donors,  recipients,  or  the  public; 
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(6)  knowing  acceptance  cf  ttssue  raqu'sit'ons  from  or  provision  :- 
tissue  services  to  a  person  or  persons  not  authorized  by  law  to  provce 
such  services; 

(7)  failure  of  the  director  to  be  responsible  for  and  adequately 
supervise  technical  personnel  to  ensure  the  proper  performance  of  all 
tissue  services  provided; 

(8)  failure  to  establish  and  follow  procedures  for  disposal  or 
handling  of  tissue  or  infectious  or  radioactive  medical  waste,  as 
determined  by  the  governing  state  and  federal  agencies,  or  disposal  in  a 
manner  which  endangers  the  public,  the  employees,  or  the  environment;  and 

(9)  whether  the  bank  is  In  compliance  with  the  technical  requirements 
specified  in  this  Subpart,  Subpart  52-3  and/or  the  Subpart  specific  to 
each  category  of  tissue. 

(e)  License  denial.  (1)  If  the  department  proposes  to  deny  a  license 
to  a  tissue  bank  or  non-transplant  anatomic  bank,  the  bank  shall  be  given 
written  notice  of  tht  proposed  denial,  stating  the  reason  or  reasons  for 
the  denial.  Such  notice  shall  be  sent  by  certified  mall  and  shall  be  a 
final  detimtnatloR  to  be  effective  thirty  (30)  days  from  the  date  of  the 
notice  unless  reconsideration  Is  requested  pursuant  to  paragraphs  (3),  (4) 
and  (5)  below. 

(2)  Denial  of  a  license  shall  preclude  the  applicant  from  operating  a 
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tissue  bank  or  non-transplant  anatomic  bank  in  New  yo-k  State,  e-t.re^ 
directly  or  indirectly  through  any  other  person. 

(3)  If  the  department  gives  notice  of  proposed  denial  of  a  license, 
the  applicant  may  request  reconsideration  of  the  proposed  denial  oy 
submitting  a  written  request  for  reconsideration  to  the  department  witnin 
thirty  (30)  days  of  the  date  of  the  notice.  Submission  of  a  request  for 
reconsideration  within  thirty  (30)  days  shall  stay  any  action  to  deny  a 
license,  pending  the  department's  decision  regarding  such 
reconsideration. 

(4)  The  written  request  for  reconsideration  shall  include  all 
information  the  applicant  wishes  to  be  considered,  including  any  written 
documentation  which  would  controvert  the  reason  for  the  denial  or  disclose 
that  the  denial  was  based  upon  a  mistake  of  fact. 

(5)  Within  ninety  (90)  days  of  receipt  of  the  request  for 
reconsideration,  the  department  shall  review  its  initial  determination  to 
deny  a  license  and  shall  issue  a  written  deteminatlon  after 
reconsideration.  The  deteminatlon  after  reconsideration  may  affirm, 
revoke,  or  oodlfy  the  proposed  denial,  allow  Issuance  of  a  license 
condltlonriffw  aaintenance  of  corrective  action,  or  require  that  the 
applicant  tato  corrective  action.  Such  determination  shall  be  the  final 
decision  of  the  departaient. 

(6)  No  license  application  shall  be  considered  for  any  applicant  which 
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is  substantialTy  the  same  as  an  applicant  who  has  been  demed  a  -icense 
within  six  (6)  months  of  the  final  detennination  of  the  department  denyma 
such  application.  In  the  event  an  applicant  has  received  two  successive 
license  denials,  no  license  application  shall  be  considered  for  that 
applicant  within  two  (2)  years  of  the  last  final  determination  of  the 
department  denying  a  previous  application. 

(7)  In  addition  to  any  penalties  provided  under  the  Public  Health  Law 
and  Penal  Law,  falsification  or  failure  to  make  full  disclosure  on  a 
license  application  shall  be  deemed  to  constitute,  in  itself,  a  bar  to 
obtaining  a  tissue  banic  or  non-transplant  anatomic  bank  license  in  New 
York  State. 

(f)  A  tissue  bank  license  shall  list  the  categories  of  tissue  and 
types  of  tissue  services  offered,  as  defined  in  section  52-I.l(y)  and  (bb) 
of  this  Subpart  respectively.  Such  license  shall  be  conspicuously  posted 
on  the  premises  of  the  bank. 

52-2.6  Financial  disclosure  and  fees  for  services,  (a)  Each  tissue- 
bank  or  non-transplant  anatonic  bank  shall  establish  and  maintain  complete 
and  accurate  books,  financial  records,  documents  and  accounts,  which  nnist 
be  kept  foca  period  of  at  least  seven  years.  The  department  shall  have 
access  to  a^  such  records  and  any  financial  statements  and  audits  of  the 
bank,  during  nonul  business  hours  at  an  office  of  the  bank  located  within 
the  State  of  New  York  or,  If  no  such  office  Is  available,  at  a  mutually 
agreeable  and  reasonable  venue  for  the  purposes  of  Inspection,  auditing 
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and  copying. 


(b)  Upon  request,  a  tissue  bank  or  non-transplant  anatomic  bank  shall 
provide  the  department  with: 

(1)  a  statement  of  the  expenses  of  the  bank,  including,  but  not 
limited  to  salaries,  rents,  equipment,  utilities,  and  travel; 

(2)  a  statement  of  the  revenues  of  the  bank,  including  fees,  grants, 
endowment  funds  and  any  other  revenues;  and 

(3)  a  list  of  fees  charged  for  all  tissue  services,  tissues,  and  non- 
transplant  anatomic  parts  provided  by  the  bank. 

(c)  No  tissue  bank  or  non-transplant  anatomic  bank  shall  sell  or 
otherwise  transfer  tissue  for  valuable  consideration.  Fees  charged  shall 
reflect  only  reasonable  costs  incurred  In  the  provision  of  specific 
services,  which  shall  Include  the  fair  market  value  of  the  overhead  and 
salaries  directly  related  to  the  provision  of  such  services,  actual 
transportation  costs  when  transportation  Is  provided,  and  other  documented 
expenses  directly  related  to  the  provision  of  services. 

52-2.7  iMnlstratlon  and  direction,  (a)  Every  tissue  bank  other 
than  a  tissue  transplantation  facility  or  limited  tissue  procurement 
service  must  have  a  tissue  bank  director.  The  tissue  bank  director  shall 
develop  and  InpleoMnt  policies  and  procedures  for  the  operation  of  the 
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bank,  consistent  with  this  Subpart  and  the  Subparts  for  eacn  ca:e;;-,  :-" 
tissue.  If   the  tissue  bank  director  is  not  a  pnysician.  a  .iiedicsl 
director  who  is  a  physician  must  be  retained. 

(b)  Except  for  transplantation  facilities,  insemination/implantation 
sites,  and  limited  tissue  procurement  services,  every  tissue  bank  must 
have  a  medical  advisory  committee,  composed  of  persons  with  training  and 
experience  in  tissue  banking  or  a  closely  related  field,  and  with  the 
qualifications  specified  In  the  Subpart(s)  for  each  category  of  tissue,  if 
any. 

(c)  Medical 'direction  of  a  tissue  bank,  other  than  a  tissue 
transplantation  facility  or  limited  tissue  procurement  service,  shall  be 
provided  by  a  physician,  designated  as  the  medical  director,  in 
consultation  with  the  medical  advisory  committee,  if  applicable. 

I 

{4)     The  tissue  bank  director.  If  one  Is  required,  in  consultation  with 
the  medical  director,  if  not  the  same  person,  and  the  medical  advisory 
committee.  If  one  Is  required,  shall  monitor  the  medical  efficacy  of  the 
tissue  banking  program  and  shall,  as  a  minimum,  develop: 


(1)  m&tSk^}   criteria  for  donor  participation; 

(2)  quality  control  and  quality  assurance  standards;  and 

(3)  procedures  to  assure  that  tissues  are  distributed  based  on  medical 
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need  and  not  preferentially  distributed  according  to  the  donor  or 
recipient's  membership  in  a  category  based  on  race,  color,  creed,  nationa' 
origin,  marital  status,  social  organization  or  income. 

(e)  The  tissue  bank  director  shall  be  responsible  for  donor  selection 
and  the  technical/scientific  operation  of  the  bank,  including  recruit.-ent. 
training,  and  supervision  of  all  personnel  performing  tissue  acquisition. 
processing,  storage  or  distribution  activities. 

{f\     The  tissue  bank  director  shall  be  responsible  for  ensuring  that 
the  tissue  transplantation  facility  performing  each  transplant,  artificial 
insemination,  transfer,  or  implantation  is  advised  of  the  donor's 
applicable  medical  history  and  tissue  processing  methods  used,  so  that 
recipient  counseling  may  be  provided  if  indicated. 

(g)  The  medical  director  of  each  insenination/implantation  site  shall 
be  responsible  for  ensuring  that  the  physician  performing  each  artificial 
insemination,  transfer  or  Implantation  is  advised  of  the  donor's 
significant  medical  history. 

(h)  Tht  tissue  bank  director,  medical  director  and  owner(s)  shall  be 
responsible  for  coapl lance  with  this  Part. 

52-2.8  Administration  of  a  tissue  transplantation  facility,  (a)  Each 
tissue  transplantation  service  director  shall  develop  and  implement 
policies  and  procedures  for  operation  of  the  tissue  transplantation 
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service  consistant  with  this  Subpart  and  the  Subparts  for  each  catsccf 
tissue. 

(b)  The  tissue  transplantation  service  director  shall,  at  a  minimum, 
develop: 

(1)  quality  assurance  procedures  and  standards;  and 

(2)  procedures  to  assure  that  tissues  are  issued  for  transplantation 
based  on  medical  need  and  not  preferentially  distributed  according  to  the 
donor  or  recipient's  membership  in  a  category  based  on  race,  color,  creed, 
national  origin,  marital  status,  social  organization  or  income,  except  if 
medically  indicated. 

(c)  The  tissue  transplantation  service  director  shall  be  responsible 
for  ensuring  that  the  physician  performing  each  transplant  or  transfer  is 
advised  of  the  donor's  significant  medical  history  if  provided  by  the 
tissue  bank  supplying  the  tissue,  and  the  processing  methods  used,  so  that 
recipient  counseling  nay  be  provided  If  Indicated. 

52-2.9  Raqulred  records,  (a)  Complete  and  accurate  records  of  tissue 
and  non-traMplant  anatonlc  parts  released  shall  be  kept  by  the  tissue 
bank  or  no»transp1ant  anatomic  bank  and  by  tissue  transplantation 
facilities- and  Insemination/Implantation  sites  using  the  tissue  or  non- 
transplant  anatomic  parts.  Such  records  shall  be  open  to  Inspection  by 
the  department.  For  all  donated  tissue  and  non-transplant  anatomic  parts, 
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the  donor's  name,  address,  and  any  other  information  which  would  directly 
or  indirectly  identify  the  donor  shall  not  be  disclosed  or  released  by  the 
bank  to  any  person  or  entity,  except  upon  the  writtea  consent  of  the  done 
or  the  person  authorized  by  law  to  make  the  donation,  or  to  authorized 
employees  of  the  department,  or  as  permitted  by  law.  The  recipient's 
name,  address,  and  any  other  Information  which  would  directly  or 
indirectly  identify  the  recipient  shall  not  be  disclosed  or  released  by 
the  tissue  transplantation  facility  to  any  person  or  entity,  except  upon 
the  written  consent  of  the  recipient,  or  except  to  authorized  employees  of 
the  department,  or  as  permitted  by  law. 

(b)  Complete  and  accurate  records  of  tissue  and  non-transplant 
anatomic  parts  released  for  transplantation,  transfer,  artificial 
insemination,  implantation,  research  and  education  shall  be  kept  by  the 
tissue  bank  or  non-transplant  anatomic  bank,  and  by  the  tissue 
transplantation  facility  or  insemination/implantation  site.  Such  reco/ds 
shall  be  open  to  inspection  by  the  department  and  shall  be  kept  for  at 
least  seven  (7)  years  after  transplantation  or  six  (6)  months  after  the 
expiration  date  of  the  tissue,  whichever  is  longer.  In  cases  of  gamete 
transfer/artificial  insenination/implantation,  records  shall  be  kept  at 
least  seven  (7)  years  after  the  release  of  tissue  not  resulting  in  live 
births  and-fS  years  for  tissue  resulting  in  live  births.  Non-transplant 
anatomic  balks  shall  retain  records  for  five  (5)  years  after  release  of 
non- transplant  anatomic  parts  for  research  or  educational  purposes. 

(c)  The  following  donation  records  shall  be  kept  by  each  comprehensive 
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tissue  procurement  service: 

(1)  donor's  full  name,  address  at  time  of  donation,  identification 
code,  date  of  birth  or  age,  and  date  and  time  of  death  if  a  cadaveric 
donor; 

(2)  documentation  of  evaluation  of  physical  condition,  if  a  cadaveric 
donor; 

(3)  pertinent  donor  medical  history  including,  but  not  limited  to. 
autopsy  reports,  donation  questionnaires,  and  other  donor  solicitation 
materials; 

(4)  documentation  of  donor  informed  consent  or  consent  of  the  person 
authorized  by  law  to  consent  to  the  donation,  If  applicable,  Including 
such  person's  address,  unless  this  record  Is  retained  by  a  limited  tissue 
procurement  service; 

(5)  date  and  time  of  collection,  and  description  and  quantity  of 
tissue  retrieved; 

(6)  ammporttd  changes  In  donor  health  status,  if  applicable; 

(7)  outcoM  of  transplantation,  transfer,  artificial  insemination  and] 
implantation  procedures,  if  known,  and  any  reports  from  facilities  using 
the  tissue,  which  would  affect  the  donor's  acceptability; 
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(8)  records  specified  in  the  Subpart  specific  to  each  category  of 
tissue;  and 

(9)  documentation  of  staff  training,  certification  and  continuing 
education. 

(d)  The  foil  owing- records  shall  be  kept  by  each  limited  tissue 
procurement  service: 

(1)  a  record  of  each  referral  to  a  comprehensive  tissue  procurement 
service,  including  the  donor's  name  or  other  identification,  the  date  and 
time  of  referral,  the  name  of  the  person  making  the  referral,  the  name  of 
the  comprehensive  tissue  procurement  service,  and  whether  the  records 
specified  in  paragraphs  (2)  and  (3)  below  have  been  transferred  to  the 
comprehensive  tissue  procurement  service; 

(2)  medical  and  social  history  inforaation  obtained  from  the  donor, 
donor's  family,  or  other  Individuals,  including  the  names  of  the  persons 
obtaining  and  giving  the  Information,  unless  this  record  Is  transferred  to 
a  comprehensive  tissut  procurement  service;  and 


(3)  iJutwiM  It  Inn  of  donor  informed  consent  or  consent  of  the  person 
authorized  by  law  to  consent  to  the  donation,  if  applicable.  Including 
such  person's  address,  unless  this  record  is  transferred  to  a 
comprehensive  tissue  procurement  service. 
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(e)  The  following  records  shall  be  kept  by  each  tissue  processing 
facility: 

(1)  an  acquisition  log  or  other  similar  record  indicating: 

(i)  donor's  identification  code  and/or  unique  tissue  product  nuxosr: 

(ii)  name  and  address  of  the  tissue  bank  from  which  the  tissue  was 
acquired; 

(111)  date  of  receipt  of  the  tissue;  and 

(iv)  tissue  location  In  the  storage  chamber; 

(2)  description  of  tissue  received  for  processing; 

(3)  methods  used  for  acquisition,  processing,  distribution  and  storage 
of  the  tissue; 

(4)  disposition  of  the  tissue.  Including,  but  not  limited  to, 
dlstributlMi  records,  destruction  logs,  and  autodaving  or  Incineration 
records; 

(5)  results  of  all  laboratory  tests  performed  on  donors  and  donated 
tissue,  including  docunentation  of  review  of  test  results  prior  to  release 
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of  the  tissue;  • 

(6)  documentation  of  labeling  and  packaging  inspection  prior  to 
tissue  transport  to  a  tissue  transplantation  facility  or  release  for 
transplantation,  transfer,  artificial  insemination  or  implantation: 

(7)  records  specified  in  the  Subpart  specific  to  each  category  cf 
tissue;  and 

(8)  documentation  of  staff  training,  certification  and  continuing 
education. 

(f)  The  following  records  shall  be  kept  by  each  tissue  storage 
facility: 

(I)  an  acquisition  log  or  other  similar  record  indicating: 

(i)  donor's  identification  code  and/or  unique  tissue  product  number: 

(II)  date  of  receipt  of  tissue; 

(1.11)  MM*  and  address  of  tissue  bank  providing  the  tissue;  and 

(1v)  location  of  the  tissue  in  the  storage  chamber;  and 

(2)  a  record  of  the  disposition  of  the  tissue,  including  but  not 
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limited  to,  distribution  records,  destruction  icgs  and  autoclave  or 
incineration  records, 

(g)  The  following  records  shall  be  kept  by  each  tissue  transplantation 
facility: 

(1)  the  name  of  the  tissue  bank  providing  the  tissue,  and  unique 
tissue  product  number; 

(2)  a  description  of  the  tissue; 

(3)  results  of  any  laboratory  tests  performed; 

(4)  disposition  of  the  tissue,  including,  but  not  limited  to,  name  or 
identification  code  of  recipient,  tissue  product  return  records, 
destruction  logs,  and  autoclaving  or  incineration  records; 

(5)  condition  of  the  tissue  upon  receipt,  including  any  loss  noted  of 
liquid  nitrogen,  dry  Ice,  or  other  coolant; 

(6)  date  of  transplant,  transfer,  artificial  Insealnatlon,  or 
implantatfMf 

(7)  qutntlty  of  tissue  used; 

(8)  outcoM  of  the  transplantation,  artificial  Insemination,  transfer 
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or  implantation  .procedure,  inclutiing,  but  not  limited  to,  any  adverse 
outcome  or"  infectious  disease  in  the  recipient,  which  shall  be  reporter  :: 
the  tissue  bank;  and 

(9)  records  specified  in  the  Subpart  specific  to  each  category  of 
tissue. 

(h)  Records  shall  be  kept  by  insemination/implantation  sites  as 
specified  in  Subpart  52-8. 

(i)  Non-transplant  anatomic  banks  shall  keep  the  records  specified  in 
Subpart  52-11. 

52-2.10  Coapliance  with  standards.  Tissue  banks,  including  tissue 
transplantation  facilities,  insemination/implantation  sites,  and  human 
milk  transfer  stations,  and  non-transplant  anatomic  banks  shall  allow 
admission  to  a  representative  of  the  department  for  the  purpose  of 
inspecting  the  premises  and  evaluating  the  operating  procedures, 
equipment,  and  records,  including  financial  records  and  lists  of 
physicians  or  facilities  to  whom  or  to  which  human  tissue  is  released,  to 
detemint  coapllanca  with  the  standards  in  this  Part.  No  tissue  bank  or 
non-transplHfC  anatoalc  bank  may  acquire,  process,  store  or  distribute 
tissue  or  Mfc-transpl ant  anatomic  parts  in  New  York  State  unless  the  bank 
has  been  Tssutd  a  license  by  the  department,  or  as  otherwise  specified  in 
this  Part.  If  the  Comlssioner  determines  a  bank's  failure  to  comply  with 
the  standards  set  forth  in  this  Part  creates  a  significant  likelihood  that 
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the  health,  safety  and  welfare  of  potentid.  patients  and  other  perscrs  t 
contact  with  tissue  or  non-transplant  anatomic  parts  from  the  bank  is  in 
jeopardy,  the  department  may  require  that  tissue  not  be  released  pending  a 
hearing.  The  hearing  shall  commence  within  fifteen  (15)  days  of  any 
suspension  pursuant  to  this  section. 
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SUBPART  52-3 
GENERAL  TECHHICAL  STANDARDS  FOR  TISSUE  BANKS 

Section 

52-3.1  Compliance  with  FOA  regulations  and  manufacturers'  instructions 

52-3.2  Sterilization  of  instruments 

52-3.3  Qualifications  of  donors 

52-3.4  Selection  and  testing  requirements  for  tissue  donors 

52-3.5  Quality  assurance  and  safety  requirements 

52-3.6  HIV  antibody  testing  and  notification 

52-3.7  Reporting  requirements 

52-3.8  Special  circumstances 

Section  52-3.1  Coapl lance  with  FDA  regulations  and  ounufacturers' 
Instructions,  (a)  All  antisera,  reagents,  devices,  methods  and 
procedures  for  tissue  processing  or  transplantation-related  testing  shall 
be  approved  by  the  FOA,  if  such  approval  is  available  for  the  particular 
class  or  type  of  antlserua,  reagent,  device,  method  or  procedure. 

(b)  All  reagents  shall  be  stored  In  labeled  containers  under 
conditions  appropriate  for  each  reagent  as  directed  by  the  manufacturer 
and  shall  bt  rtaoved  fro*  use  after  the  expiration  date.  The  reactivity, 
specificity,  and  potency  of  each  reagent  shall  be  determined  whenever  a 
new  lot  Is  employed.  All  methods  shall  conform  to  the  manufacturer's 
instructions  unless  otherwise  approved  by  the  department  upon  submission 
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of  evidence  that  another  method  is  equal  or  superior  to  the  meihoc 
described  in  the  manufacturer's  instructions. 

52-3.2  Sterilization  of  instruments.  All  instruments,  including 
collection  containers,  used  for  both  sterile  and  clean,  non-sterile 
retrieval  of  tissues  shall  be  either  licensed  by  the  FDA  for  single  use 
or  be  sterilized  prior  to  each  use.  Heat  sterilization  shall  be  by 
autoclaving  at  121.5  degrees  Celsius  for  15  minutes  after  the  chamber  of 
the  autoclave  has  been  evacuated  and  has  reached  that  temperature,  or  by 
dry  heat  for  two  hours  at  170  degrees  Celsius,  or  by  such  other  procedures 
as  may  be  approved  by  the  department  upon  submission  of  evidence  that  such 
other  procedures  are  at  least  equally  effective. 

52-3.3  Qualifications  of  donors,  (a)  A  comprehensive  or  limited 
tissue  procurement  service  shall  obtain  a  signed  informed  consent  from  the 
living  donor  of  tissue  for  transplantation. 

(b)  For  potential  cadaveric  donors  Mho  have  not  left  a  signed, 
witnessed  organ/tlssuo  donor  card  (sm  section  4303  of  the  Public  Health 
Law)  or  a  will,  the  procurcMnt  service  shall  obtain  consent  to  an 
anatomical  gift  froa  the  next  of  kin  or  guardian  of  the  decedent,  as 
required  by  section  405.25  of  this  Title,  before  retrieving  tissue. 

(c)  Thi  acceptability  of  a  cadaveric  donation  shall  be  determined  by 
medical  history  Inforaatlon  obtained  froa  aedlcal  records,  attending 
physicians  or  other  health  care  professionals,  and  froa  a  family  member 
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and/or  other  person  close  to  the  decedent.  An  evaluation  of  the  •ior.o'-'.- 
condition  shall  be  made  by  a  qualified  tissue  retrieval  team  member, 
including  an  examination  for  signs  of  injected  drug  use,  infection,  or 
trauma  at  the  site  of  donation  that  may  affect  the  quality  of  the  donated 
tissue. 

(d)  The  acceptability  of  a  donation  from  a  living  donor  shall  be 
determined  by  a  physical  examination  of  and  health  history  interview  with 
the  donor. 

(e)  The  medical  director,  as  defined  in  Subpart  52-1,  is  responsible 
for  determining  that  the  donor  and  the  donated  tissue  are  acceptable. 
This  determination  shall  be  made  personally  on  the  day  of  tissue 
retrieval,  by  the  medical  director  or  by  a  trained  staff  member,  according 
to  criteria  developed  by  the  medical  director  in  consultation  with  the 
medical  advisory  committee. 

52-3.4  Selection  and  testing  requlreaents  for  tissue  donors,  (a) 
Except  as  specifically  approved  by  the  medical  director  of  the 
comprehensive  tissue  procurement  service  and  In  conformance  with  generally 
accepted  standards  of  practice,  tissue  for  transplantation  shall  not  be 
accepted  frlB  donors  with  any  of  the  following  conditions: 

(1)  e\£laence  of  Infection  at  the  site  of  donation  or  gerorallzed 
sepsis  on  physical  examination,  by  history  or  by  autopsy; 
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(2)  except  for  donors  of  eye  tissue,  evidence  of  autoimmune  diseass  :< 
malignant  disease; 

(3)  history  of  hepatitis  8  or  C,  or  hepatitis  of  unknown  etiology; 

(4)  degenerative  or  infectious  neurological  disease,  such  as 
Creutzfeldt-Jacob  disease,  multiple  sclerosis,  and  Alzheimer's  disease; 

(5)  history  of  receipt  of  pituitary-derived  human  growth  hormone; 

(6)  transfusion  within  48  hours,  with  four  or  more  units  of  blood  or  ■ 
blood  components  in  adults,  or  any  transfusions  within  48  hours  in 
children  under  12  years  of  age,  unless: 

(I)  a  pre-transfuslon  blood  sample  Is  available  for  testing; 

(II)  a  testing  technology  unaffected  by  hemodllutlon  and  approved  by 
the  department  Is  used  for  all  analytes;  or 


(111)  anothtr  algorltha  which  ensures  that  there  Is  not  hemodllutlon 
sufficient  to  »Uer  test  results  is  submitted  to  and  approved  by  the 
department; 

(7)  h1«tory  of  behavior  or  factors  which  place  the  donor  at  high  risk 
for  human  Immunodeficiency  virus  (HIV)  Infection,  including: 
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(i)  past  or  present  non-therapeutic  injected  drug  use: 

(i1)  men  who  have  engaged  in  anal  intercourse  or  oral  sex  with  anor.nsr 
man  at  any  time  since  1977; 

(iii)  natives  of  sub-Saharan  African  countries  who  arrived  in  tne 
United  States  after  1977; 

(iv)  recipients  of  factor  VIII  or  factor  IX  concentrate  which  was  not 
heat-treated  or  otherwise  viral -Inactivated; 

(v)  individuals  with  evidence  of  HIV  infection; 

(v1)  individuals  who  have  engaged  in  other  behavior  determined  as  high 
risit  for  HIV  Infection  by  the  Centers  for  Disease  Control  of  the  United 
States  Department  of  Health  and  Human  Services; 

(vii)  heterosexual  partners  of  HIV-positive  persons  or  of  Individuals 
in  any  of  the  above  categories;  end 

(vlll)  Mn  and  MOMn  Mho  have  engaged  In  prostitution  at  any  time 
since  1977,*  and  persons  who  have  been  their  heterosexual  partners  within 
the  past  tnf  BOiiths; 

(8)  except  for  donors  of  eye  tissue,  significant  exposure  to  a 
substance  that  My  be  transferred  In  toxic  doses,  such  as  lead,  mercury, 
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and  gold;  and 

(9)  acquisition  of  a  tattoo  within  the  previous  year. 

(b)  All  required  clinical  laboratory  testing  must  be  performed  by  a 
laboratory  operating  under  a  permit  issued  by  the  department.  For  o'.t-o*- 
state  tissue  acquisitions  by  New  York  State-licensed  banks,  ail  recu^reo 
clinical  laboratory  testing  must  be  performed  by  a  laboratory  which  is 
approved  by  that  state's  regulatory  authority  or  by  the  department. 

(1)  Blood  samples  from  all  donors  of  tissue  for  transplantation  must 
be  tested  for  evidence  of  infection  with  HIV-1,  hepatitis  B  virus  (HBV). 
hepatitis  C  virus  (HCV)  and,  except  for  donors  of  eye  tissue  or  tissue  to 
be  secondarily  sterilized,  human  T-lymphotrop1c  virus  type  I  (HTLV-I),  and 
found  negative  for  purposes  of  donor  exclusion. 

(•2)  All  laboratory  testing  and  donor  medical  history  reports  shall  be 
reviewed  and  approved  by  the  medical  director  or  by  the  medical  director's 
designee  according  to  criteria  determined  by  the  medical  director,  prior 
to  release  of  tissue  for  distribution. 

(3)  RmsUs  of  required  testing  shall  be  affixed  to  the  final  tissue 
product  coatalmr  or  included  in  a  product  circular  for  tissue  intended 
for  transplantation. 

(4)  Except  in  an  eoergency  documented  and  approved  by  the  medical 
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director  and  the  director  of  the  tissue  transplantation  service  jj;';  :-r 
tissue,  tissue  shall  not  be  made  available  for  transplantation  unless  :"s 
donor's  blood  reacts  negatively  to  approved  tests  for  HIV-l,  HBV.  HCV  an:. 
except  for  eye  tissue  or  tissue  to  be  secondarily  sterilized,  HTLV-I. 

H  52-3. S  Quality  assurance  and  safety  requlrenents.  (a)  Quality 

assurance.  (1)  Records  shall  document  that  the  following  quality 

control  procedures  are  in  place  at  the  tissue  bank,  except  for  a  limited 
tissue  procurement  service: 

(i)  preventive  maintenance,  periodic  inspections,  and  testing  for 
proper  operation  of  equipment; 

(ii)  monitoring  of  all  temperature-controlled  spaces  and  equipment  to 
assure  proper  performance; 

(iii)  validation  of  microprocessor-controlled  equipment  and  associated 
software; 

(iv)  validation  of  processing  and  testing  methodologies;  and 

(v)  suHTvisory  rtview  of  test  results  prior  to  labeling  of  the 
tissue. 

(2)  Processing,  laboratory,  and  storage  facilities  shall  be  maintained 
in  a  clean  and  orderly  Banner,  and  shall  be  of  suitable  size,  construction 
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ancj  location  to  .assure  tissue  and  personnel  safety. 

(3)  All  reagents  and  solutions  shall  be  in-date,  stored  properly  and 
labeled  to  indicate  identity  and,  as  appropriate,  titer,  strength  or 
concentration,  recommended  storage  requirements,  preparation  or  expiration 
date,  and  other  pertinent  information.  All  such  materials  shall  be 
removed  from  use  on  the  expiration  date.  Materials  of  substandard 
reactivity  and  deteriorated  materials  shall  be  discarded  regardless  of 
expiration  date. 

(4)  All  specimens  for  testing  accompanying  the  retrieved  tissue  shall 
be  sufficiently  stable  to  provide  accurate  and  precise  test  results 
suitable  for  clinical  interpretation.  The  tissue  banl(  shall  ensure  that 
specimens  are  collected,  preserved,  and  transported  to  the  laboratory  in 
such  a  manner  as  to  meet  this  requirement.  Specimens  for  analysis  shall 
be  identified  fully  and  accessioned  in  a  log  book.  The  accessioning 
system  shall  be  designed  to  trace  the  tissue  to  a  specific  donor  and  to 
Identify  the  date  and,  if  applicable,  the  time  of  retrieval. 

(5)  Control  sa^)1es  and  standards  shall  be  assayed  regularly  in  order 
to  validate  test  results  on  patient  samples  and  to  monitor  reagents, 
operating  ctancterl sties  of  Instruments,  and  accuracy  of  volumetric 
equipment.  Vm  frequency  required  for  such  testing  shall  be  determined  by 
the  nature- of  the  testing.  Records  of  test  procedures,  reagents, 
calibrations,  and  results  with  control  samples  and  standards  shall  be 
maintained  and  be  available  at  all  tlows  for  use  by  processing  laboratory 
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personnel  ano  inspection  ov  the  depariment.  As  appropriate,  these  rscor:- 
shall  document  the  precision  required  for  every  method,  automated  or 
manual,  and  its  restandardization  schedule.  Control  iimits  for  standards 
and  reference  samples  shall  be  recorded  and  shall  indicate  when  test 
results  are  outside  acceptable  limits.  Values  for  quantitative  assays 
shall  be  reported  only  if  the  analytical  run  of  which  they  are  a  par:  is 
an  acceptable  run  as  determined  by  a  protocol  approved  by  the  laboratory 
director.  If  the  analytical  error  exceeds  limits  established  by  the 
laboratory's  quality  control  program,  remedial  action  shall  be  talcen  and 
documented,  and  the  patient  specimen,  if  available,  retested.  Whether  or 
not  the  specimen  is  available  for  retesting,  the  initial  result  shall  be 
reported  as  invalid. 

(6)  Current  standard  operating  procedure  manuals  or  other  procedural 
guides  specific  to  the  facility  shall  be  available  at  all  times  in  the 
immediate  work  area  of  personnel  engaged  in  tissue  retrieval,  processing, 
testing,  storage  and  distribution  activities.  Manuals  shall  contain  a 
protocol  for  v«-iting,  maintaining,  and  periodic  review  of  standard 
operating  procedures  by  user  personnel  and  management  staff.  Procedure 
manuals  shall  have  the  following  features: 

(1)  a  liarfardlztd  format; 

(i1)  a.-syst«i  of  nui*«r1ng  and/or  entitling  individual  procedures; 

(11i)  a  clearly  written  description  of  purpose  for  each  procedure; 
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(iv)  a  reference  section  listing  appropriate  scientific  literature  anc 
industry  and/or  corporate  standards  espoused  by  the  tissue  bank; 

(v)  clearly  defined  areas  of  personnel  responsibility  by  title; 

(vi)  documented  approval  of  procedures  and  procedural  modifications, 
including  annual  review  by  the  tissue  bank  director  or  authorized 
supervisor; 

(v11)  instructlorns  for  the  completion  of  reports  and  forms,  including 
examples; 

(vlll)  authorship  and  effective  date,  and  date  of  review  for  each 
procedure;  and 

(ix)  a  system  of  archiving  earlier  versions  of  procedures  and  forms. 

(7)  The  tissua  bank  director  shall  establish  and  maintain  a  planned 
and  periodic  internal  review  progran  for  nonltorlng  and  evaluating  the 
quality  and  appropriateness  of  Its  banking  services.  Included  in  the 
prograa  mfrit  a  systea  for  designing  and  inpleflMntIng  corrective  action 
for  any  pninas  Identified.  Quality  assurance  deficiencies  shall  be 
documented,  and  evidence  shall  be  available  that  probleas  are  reported  to 
the  appropriate  Individuals  in  a  timely  manner  and  that  corrective  action 
is  implemented  and  subsequently  fo11owed*up. 
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(b)  Safety.  The  tissue  bank  shall  implement  written  safety  ana 
infection  control  policies  and  procedures  to  ensure  protection  from 
unnecessary  physical,  chemical,  and  biological  hazards. 

(1)  Decontamination  and  disposal  techniques  for  regulated  medical 
waste  shall  be  utilized.  All  hazardous  and  regulated  waste  materials 
shall  be  handled,  stored,  and  discarded  pursuant  to  Part  70  of  this  TitTa. 
or  in  the  case  of  out-of-state  banks,  in  accordance  with  the  hazardous 
waste  disposal  requirements  of  the  state  in  which  the  disposal  occurs. 

(2)  If  autoclave  equipment  is  used  for  sterilization,  the  pressure, 
temperature,  and  duration  of  each  cycle  shall  be  recorded,  and  such 
records  maintained  for  one  year.  For  each  run,  these  parameters  shall  be 
within  the  manufacturer's  recommended  operating  standards.  If  any  one  or 
more  of  these  parameters  fall  outside  the  manufacturer's  standards,  all 
material  shall  be  reautoclaved.  Chemical,  biological,  and  physical 
detection  systens  should  be  used  In  conjunction  with  these  other 
measurements  of  performance. 

(3)  Eating,  drinking,  sacking,  or  the  application  of  cosmetics  or 
contact  iMMM  shall  not  be  permitted  In  work  areas.  Refrigerators  or 
freezers  nm^  for  storing  tissue,  specimens  or  reagents  shall  not  be  used 
for  any  o^er  purpose. 

(4)  Gloves  and  laboratory  coats,  gowns  or  other  protective  clothing 
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shall  be  worn  as  necessary  while  handling  specimens  or  tissues.  Sj:- 
protective  clothing  shall  not  be  worn  outside  the  work  area  and  snail  ^e 
disposed  of  in  an  appropriate  receptacle. 

(5)  A  tissue  bank  performing  tissue  processing  or  laboratory  testing 
shall  have  written  policies  and  procedures  in  the  following  areas: 

(i)  infection  control ; 

(ii)  blosafety; 

(iii)  chemical  safety  and,  if  radioactive  materials  are  used, 
radiological  safety; 

(iv)  emergency  response  to  worksite  accidents;  and 

(v)  waste  disposal . 

52-3.6  HIV  antibody  ttsting  and  notification.  No  tissue  bank  shall 
Inform  any  tissut  donor  or  constnting  next  of  kin  of  tht  results  of  HIV 
antibody  tosting  soltly  on  tht  basis  of  tht  enzynt-llnktd  Immunosorbtnt 
assay  (ELI99  o**  othtr  screening  test  for  HIV  antibodies  unless  such 
results  ar#  Btgatlvt.  Any  reactive  screening  test  shall  be  repeated  in 
duplicate.  If  two  or  more  separate  screening  tests  are  reactive,  the 
sample  shall  be  considered  repeatedly  reactive.  Notification  that  a  donor 
Is  positive  shall  be  made  only  If  the  results  have  been  reactive  or 
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equivocal  for  more  than  one  screening  test  and  ;he  supplemental  -::v  -.es: 
has  been  unequivocally  reactive.  Equivocal  or  negative  results  based  en 
supplemental  testing  may  be  reported  to  the  donor,  if  living,  or  person 
legally  authorized  to  consent  on  behalf  of  such  donor  provided  that  tne 
person  is  not  informed  that  the  donor  is  seropositive.  Appropriate 
counseling  of  living  donors  or  the  consenting  next  of  kin  regarding  the 
significance  of  all  test  results  must  be  made  available  or  arranged  for  By 
the  tissue  procurement  service.  Reporting  of  any  HIV  results  to  living 
donors  or  consenting  next  of  kin,  other  than  results  of  negative  screening 
tests,  must  be  conducted  in  person  unless  repeated  efforts  to  encourage 
the  Individual(s)  tocome  in  have  failed,  in  which  case  notification  may 
be  made  by  certified  restricted  delivery  mail. 

52-3.7  Reporting  requ1r««nts.  (a)  The  tissue  bank  shall  have  a 
written  procedure  for  documenting  errors  or  accidents  in  retrieval, 
testing,  processing,  storage  or  distribution  of  donated  tissue  that  may 
affect  the  safety  of  any  product.  If  the  error  or  accident  is  not 
detected  prior  to  issuance  of  the  tissue,  specinens,  or  test  results  to  a 
hospital  or  other  tissue  bank  or  transplantation  facility,  the  error  or 
accident  shall  be  reported  iaiwdiately  to  the  receiving  facility.  All 
such  errors  shell  also  be  reported  to  the  departa«nfs  Wadsworth  Center 
for  Laborattrlts  and  Research  within  five  (5)  business  days  of  discovery. 

(b)  Wym  requested,  a  tissue  bank  shall  sub«it  reports  containing  such 
information  and  data  concerning  its  activities  as  may  be  required  by  this 
Part.  Such  reports  shall  be  signed  by  the  director  of  the  tissue  bank. 
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52-3.8  Special  circumstances,  (a)  The  department  may  exempt  a  trssj? 
bank  from  a  specific  standard  contained  in  this  Part  provided: 

(1)  the  tissue  bank  has  applied  for  an  exemption  for  limited 
circumstances  prior  to  the  noncompliance  with  the  standard;  and 

(2)  the  tissue  bank  has  demonstrated  to  the  department  that  the 
application  of  the  standard  to  the  bank  under  the  limited  circumstances 
for  which  an  exemption  is  sought: 

(i)  is  inconsistent  with  the  provision  of  the  particular  service  as 
documented  in  properly  conducted  current  medical  or  scientific  research  or 
current  scientific  literature; 

(ii)  Is  incompatible  with  a  requirement  Imposed  by  a  federal  or  other 
state's  government  unit  which  is  similar  to  the  standard  for  which  an 
exemption  is  sought  and  the  department  determines  that  the  requirement 
imposed  by  the  federal  or  other  state's  governmental  unit's  requirement 
adequately  protects  the  public  health,  safety,  and  welfare  based  upon 
conmonly  accepted  medical  standards,  properly  conducted  medical  or 
scientific  cwwrch,  or  current  scientific  literature;  or 

(ill)  would  prevent  the  provision  of  services  necessitated  by  a 
medical  emergency  or  special  medical  conditions.  Persons  seeking  an 
exemption  pursuant  to  this  subparagraph  shall  describe  the  nature  of  the 
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emergency  or  special  medical  conditions  and  the  exemption  requested  'zr 
review  on  a  case-by-case  basis  by  the  department.  All  such  emergencies  :r 
special  medical  conditions  must  be  documented  in  the  medical  record,  and 
any  action  taken  in  response  which  is  contrary  to  the  requirements  of  this 
Part  must  be  approved  by  the  director  of  the  tissue  transplantation 
service. 

(b)  A  copy  of  the. department's  approval  shall  be  maintained  by  the 
tissue  transplantation  facility  and  the  tissue  bank  releasing  the  tissue. 
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I  HEREBY  ADOPT  the  attached  addition  of  Subpart  52-8  to  Part 
S2  of  Title  10  (Health)  of  the  Official  Compilation  of  Codes,  Rules  and 
Regulations  of  the  State  of  New  York,  pursuant  to  the  authority  vested  in 
the  Conmlssioner  of  Health  by  Chapter  589  of  the  Laws  of  1990,  to  be 
effective  upon  publication  of  a  Notice  of  Adoption  in  the  New  York  State 
Rggister. 

PRIOR  NOTICE  OF  this  action,  required  under  the  State 
Administrative  Procedure  Act  was  published  in  the  New  York  State  Rgqijtf 
on  October  16,  1991  and  March  4,  1992. 

IN  WITNESS  WHEREOF,  I  have  hereunto  set  my  hand  and  caused 
the  seal  of  the  New  York  State  Department  of  Health  to  be  affixed 
this  7^  day  of     -^"^7         •  ^'^2. 


'  yi-<~<-(^-rr^y 


Loma  HpSarnette 
acting  for  the 
Cooniss loner  of  Health 


JUL  ::  ■  ■■;? 


RECEIVED 


JUL  13  1992 


V^ADSWOHlK  CcNVtri  FOh 
LABORATORIES  &  RESEARCI- 
.iy.%  DIRECTORS  OFPICF 
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Gamete  Banks 
June  2.  1992 

Pursuant  to  the  authority  vested  in  the  Commissioner  of  Health  by 
Public  Health  Law  Section  4365  as  added  by  Chapter  589  of  the  Laws  of 
1990,  Part  52  of  Title  10  (Health)  of  the  Official  Compilation  of  Codes. 
Rules  and  Regulations  is  hereby  revised  to  read  as  follows: 

Part  52 

TISSUE  BAWCS  AND  HOH-TRAHSPLWfT  AHATOHIC  BANKS 

Subpart  52-1     Definitions 

Subpart  52-2     Tissue   Banks   and   Non-transplant   Anatomic   Banks- 
Licensure 

Subpart  52-3  General  Technical  Standards  for  Tissue  Banks 

Subpart  52-4  Cardiovascular  Tissue  Banks  (Reserved) 

Subpart  52-5  Musculoskeletal  Tissue  Banks  (Reserved) 

Subpart  52-6  Skin  Banks  (Reserved) 

Subpart  52-7  Eye  Banks  (Reserved) 

Subpart  52-8  Gamete  Banks  [(Reserved)] 

Subpart  52-9  Human  Milk  Banks  (Reserved) 

Subpart  52-10  Non-transplant  Anatomic  £anks  (Reserved) 

Subpart  52-8  of  Title  10  (Health)  of  the  Official  Compilation  of  Codes. 
Rules  and  Regulations  is  hereby  added  to  read  as  follows: 


SUBPART  52-8 
GAMETE  BANICS 


52-8.1 
52-8.2 
52-8.3 
52-8.4 
52-8.5 
52-8.6 


Definitions-- 

Administrative  responsibility 
Direction  and  medical  direction 
Donor  qualifications 
Required  laboratory  tests 
Collection  and  storage  of 
semen 


52-8.7  Informed  consent 
52-8.8  Required  records 
52-8.9  Quality  assurance  and 

safety 
52-8.10  Compliance  with 

standards 
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52-8.1  Definitions.  As  used  in  this  Part:  (a)  Anonymous  donor 
means  a  donor  whose  identity  is  unknown  to  the  recipient. 

(b)  Artificial  insemination  means  the  placement  of  semen  within  the 
body  of  a  recipient,  or  the  utilization  of  semen  in  another  assisted 
reproductive  procedure. 

(c)  Client-depositor  means  a  man  who  deposits  semen  for  long-term 
storage  of  six  months  or  longer,  prior  to  potential  artificial 
insemination  of  an  in'timate  partner. 

(d)  Directed  donor  means  a  donor  who  is  known  to  the  recipient  and  who 
directs  his  semen  for  use  by  a  particular  recipient. 

(e)  Donation  means  the  collection  of  semen  for  use  by  recipienti  wno 
are  not  intimate  partners  of  the  donor. 

(f)  Donor  means  a  man  who  donates  or  provides  semen  for  use  in 
artificial  insemination  of  a  recipient  who  is  not  his  intimate  partner. 

(g)  Gamete  bank  means  a  facility  which  acquires,  processes,  stores, 
and/or  distributes  human  semen  or  oocytes  for  use  in  assisted  reproductive 
procedures,  including,  but  not  limited  to  artificial  insemination.  A 
gamete  bank  may  be  either  a  human  semen  bank  or  a  human  oocyte  bank,  or 
both. 
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(h)  Gamete  bank  director  means  a  person  who  meets  the  requirements  of 
section  52-2.5(a)(2)(i),  (ii)  and  (iv)  of  this  Part,  or  a  person  who  as  of 
October  2,  1989  was  serving  as  director  of  a  human  semen  bank  which 
applied  for  approval  as  such  a  bank  prior  to  October  2,  1990.  The 
training  and/or  experience  requirements  specified  in  section  52-2.5  of 
this  Part  shall  be  in  the  area  of  reproductive  endocrinology,  human 
fertility,  or  a  closely  related  field.  A  person  qualifying  on  the  basis 
of  service  as  director  of  a  gamete  bank  as  of  the  date  of  adoption  of 
these  regulations  shall  be  deemed  qualified  to  direct  only  that  bank  and 
may  not  transfer  this  qualification  to  another  bank.  A  gamete  bank 
director  may  direct  a  human  semen  bank  or  a  human  oocyte  bank,  or  both. 

(i)  Storage  facility  means  a  gamete  bank  at  which  human  semen  or 
oocytes  are  temporarily  stored  prior  to  distribution,  but  which  does  not 
offer  any  other  tissue  banking  services. 

(j)  Insemination  site  means  a  location  at  which  artificial 
insemination  using  semen  from  anonymous  donors,  directed  donors  or  client- 
depositors  is  performed.  Insemination  sites  must  also  be  licensed  as 
gamete  banks  pursuant  to  Subpart  52-2  of  this  Title. 

(k)  Recipient  means  a  woman  selected  by  her  physician  to  receive 
semen  from  a  donor. 

52-8.2  Adaini strati ve  responsibility.  The  director  of  a  gamete  bank 
shall  develop  and  implement  policies  and  procedures  consistent  with  this 
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Subpart  for  the  operation  of  the  bank.  If  the  gamete  bank  director  is  not 
a  physician,  a  medical  director  who  meets  the  requirements  of  section  52- 
5(a)(3)  of  this  Part  must  be  retained.  The  gamete  bank  must  have  a 
medical  advisory  committee,  composed  of  at  least  five  members  with 
experience  and  expertise  in  the  field  of  human  fertility  or  related 
fields,  who  are  responsible  for  monitoring  the  medical  efficacy  of  the 
gamete  bank  and  reviewing  operating  policies  and  procedures.  If  the  bank 
acquires  semen  or  oocytes  from  anonymous  donors,  a  qualified  geneticist 
must  serve  as  a  member  of  the  committee. 

52-8.3  Direction  and  medical  direction.  (a)  Medical  direction  of  a 
gamete  bank  shall  be  provided  by  the  medical  director  in  consultation  with 
the  medical  advisory  committee. 

(b)  The  director,  in  consultation  with  the  medical  director,  if  any, 
and  the  medical  advisory  committee,  shall  monitor  the  medical  efficacy  of 
the  semen  banking  program  and  shall,  as  a  minimum,  develop: 

(1)  medical  criteria  for  donor  participation; 

(2)  quality  standards  for  sperm;  and 

(3)  guidelines  for  determining  a  maximum  number  of  offspring  per 
donor  to  minimize  the  probability  of  consanguinity. 

(c)  The  semen  bank  director  shall  be  responsible  for  selection  of 
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donors  who  meet  the  medical  criteria  and  for  the  technical/scientific 
operation  of  the  semen  bank,  and  shall  advise  the  physician  performing 
each  artificial  inseminatfon  of  the  donor's  medical  history  so  that 
recipient  counseling  may  be  provided. 

(d)  Artificial  insemination  shall  be  ordered  only  by  a  licensed 
physician,  physician's  assistant  or  nurse  practitioner.  Artificial 
insemination  procedures  may  be  performed  by: 

(1)  a  physician;  ^ 

(2)  a  physician's  assistant;  or 

(3)  a  nurse  practitioner  or  registered  nurse  who  has  been  trained  in 
the  technical  aspects  of  artificial  insemination  by  a  physuian  or 
physician's  assistant  at  the  insemination  site. 

52-8.4  Donor  qualifications.  (a)  The  semen  bank  shall  initially 
screen  and  periodically  assess  donors  for  conditions  that  may  adversely 
affect  the  quality  of  sperm  or  impair  the  recipient's  and/or  the 
offspring's  health.  Initial  donor  screening  must  include  a  physical 
examination,  including  an  examination  for  indications  of  sexually 
transmissible  diseases. 

(b)  A  complete  medical  history,  both  individual  and  family,  must  be 
obtained  from  each  semen  donor,  including,  but  not  limited  to,  incidence 
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of  the  following: 

(1)  non-trivial  malformations  of  complex  cause; 

(2)  non-trivial  genetic  disorders; 

(3)  diseases  with  a  genetic  component; 

(4)  genetic  diseases  or  disorders  which  may  be  pertinent  lo  a 
particular  recipient's  medical  history; 

(5)  systemic  disease  which  may  affect  the  decision  to  use  the  semen; 

(6)  infectious  skin  disease  that  creates  a  risk  of  contamination  of 
the  semen; 

(7)  history  of  sexually  transmissible  disease; 

(8)  more  than  one  sexual  partner  within  the  last  six  months; 

(9)  previous  exclusion  from  blood  donation  for  reasons  of  infectious 
disease; 

(10)  receipt  of  a  blood  transfusion  within  the  past  year; 

(11)  known  episodes  of  trichomoniasis  in  a  sexual  partner; 
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(12)  history  of  an  occupation  with  increased  risk  of  radiation  or 
chemical  exposure,  or  known  such  exposure; 

(13)  known  history  of  alcohol  abuse; 

(14)  all  conditions  listed  in  section  52-3. 4(a)  of  this  Part;  and 

(15)  other  conditions  as  determined  by  the  director,  medical  director 
and  medical  advisory  committee. 

(c)  Except  for  those  conditions  listed  in  section  52-3. 4(a)  of  this 
Part,  the  factors  in  subdivision  (b)  above  need  not  exclude  a  donor,  but 
the  semen  bank  or  attending  physician  must  counsel  the  recipient  about 
potential  associated  risks  if  such  a  donor's  semen  is  accepted. 

(d)  Donors  with  a  history  of  behavior  which  places  them  at  high  risk 
for  human  immunodeficiency  virus  type  1  (HIV-1)  infection  or  other 
infectious  diseases  shall  be  permanently  excluded  pursuant  to  section  52- 
3.4(a)(9)  of  this  Part. 

52-8.5  Required  laboratory  tests,  (a)  For  semen  banks  located  within 
New  York  State,  all  required  clinical  laboratory  testing  must  be  performea 
by  a  laboratory  operating  under  a  permit  issued  by  the  department.  For 
out-of-state  semen  collections,  all  required  clinical  laboratory  testing 
must  be  performed  by  a  laboratory  which  is  approved  by  that  state's 
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regulating  authority  or  by  the  department.  Except  for  donations  by  a 
client-depositor,  the  following  laboratory  tests  must  be  performed  prior 
to  semen  donation: 

(1)  Blood  must  be  tested  for: 

(i)  determination  of  ABO  and  Rh  blood  groups  for  purposes  of  donor 
selection; 

(ii)  evidence  of  infection  with  HIV-1  and  human  T-lymphotropic  virus 
type  I  (HTLV-I),  hepatitis  B  virus  (HBV),  hepatitis  C  virus  (HCV)  and 
syphilis,  and  found  negative,  for  purposes  of  donor  exclusion  or  deferral; 
and 

(iii)  determination  of  alanine  aminotransferase  (ALT)  activity,  and 
found  to  be  within  the  acceptable  range,  as  determined  by  the  medical 
director,  for  purposes  of  donor  exclusion  or  deferral. 

(2)  Semen  or  a  urethral  culture  must  be  tested  for  infection  with 
Neisseria  gonorrhea  and  Chlamydia  trachomatis,  for  purposes  of  donor 
deferral . 

(3)  Semen  must  be  tested  for  sperm  quality  as  measured  against 
criteria  set  by  the  director  in  consultation  with  the  medical  director  and 
medical  advisory  committee,  including  such  parameters  as  ejaculate  volume 
and  sperm  motility,  concentration,  morphology,  and  cryosensitivity.  Sperm 
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,  quality  tests  must  be  repeated  at  a  frequency  determined  by   the  director. 

(b)  All  tests  for  infectious  diseases  must  be  repeated  at  least  every 
six  months  for  as  long  as  a  donor  is  participating  in  the  semen  banking 
program. 

(c)  Any  semen  stored  from  a  donor  testing  positive  for  any  inaicaior 
of  HIV-1  infection  must  be  destroyed  unless  such  semen  is  to  be  used  for 
research  studies  approved  by  the  appropriate  institutional  review  board, 
in  which  case  all  semen  samples  from  the  donor  shall  be  labeled,  "For 
research  use  only,"  and  immediately  removed  from  the  premises.  The 
director  must  advise  the  department  and  the  attending  physicians  of  all 
recipients  who  received  semen  any  time  after  1977  from  a  donor  testing 
positive  for  any  indicator  of  HIV-1  infection. 

(d)  Subsequent  to  testing  as  required  in  paragraph  (a)(1), (2)  and  (3) 
above,  all  donated  semen  shall  be  frozen  and  quarantined  for  six  months, 
except  as  provided  below.  After  such  time  and  prior  to  release  of  me 
semen  for  artificial  insemination,  the  donor  shall  be  retested  for 
evidence  of  HCV  and  HIV-1  infection.  If  the  semen  to  be  released 
originates  from  a  directed  donor,  the  recipient  may  be  given  the 
opportunity  to  waive  the  quarantine  period  in  writing  after  being  advised 
by  the  director,  his/her  designee,  or  the  physician  performing  the 
insemination  of  the  risks  involved  in  doing  so.  In  such  cases,  each  of 
the  tests  required  in  paragraph  (a)(1),  (2)  and  (3)  above,  except  tests 
for  ABO  and  Rh  blood  groups,  must  have  been  performed  after  a  date  one 
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month  prior  to  the  first  donation  and  every  three  months  thereafter,  wniie 
the  donor  is  engaged  in  donation. 

(e)  Semen  shall  not  be  made  available  for  artificial  insemination 
unless  the  donor's  blood  reacts  negatively  to  approved  tests  for  HIV-1, 
HBV,  HTLV-I.  HCV  and  syphilis,  and  unless  normal  ALT  values  are 
determined. 

52-8.6  Collection  and  storage  of  seaen.  (a)  Semen  collection 
containers  shall  be  clean  and  non-toxic  to  sperm. 

(b)  Each  collection  container  shall  be  labeled  legibly  prior  to 
collection  with  the  donor's  or  client-depositor's  name  or  identification 
code,  and  date  and  time  of  collection. 

i 

(c)  Sufficient  volume  shall  be  collected  for  periodic  laboratory 
testing.  _ 

(d)  Processing  of  semen  shall  be  initiated  within  one  hour  of 
collection. 

(e)  Semen  storage  containers  and  support  vehicles  shall  be  laoeled  so 
as  to  maintain  identification  throughout  all  phases  of  processing,  storage 
and  distribution,  in  a  manner  not  subject  to  deterioration  at  low 
temperatures.  Such  containers  and  vehicles  shall  be  labeled  with  the 
donor's  identification  code  or,  in  the  case  of  a  client-depositor,  his 
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name.  Labeled  semen  containers  shall  be  frozen  and  stored  continuously 
until  used  with  a  suitable  cryopreservative  in  a  freezer  reserved  for 
semen,  equipped  with  a  recording  thermometer  calibrated  against  a 
certified  thermometer  at  least  four  times  a  year  or  with  a  mechanism  for 
monitoring  liquid  nitrogen  levels.  The  recording  thermometer  shall  be 
either  visually  monitored  daily  or  continuously  monitored  mechanically, 
and  liquid  nitrogen  levels  shall  be  checked  at  least  twice  a  week  for 
fluctuations  in  temperature  potentially  affecting  the  quality  of  the 
semen.  Storage  shall  be  at  a  temperature  of  minus  130  degrees  Celsius  or 
lower.  Semen  from  client-depositors  shall  be  stored  in  a  tank  or  freezer 
section  separate  from  that  for  donor  semen  and  shall  not  be  exposed  to 
ambient  air  unless  absolutely  necessary.  Temperature  records  or  liquid 
nitrogen  level  records  shall  be  available  for  inspection  by  the  department 
for  the  entire  period  of  storage  and  for  one  year  afterward. 

(f)  Frozen  semen  in  transit  from  a  gamete  bank  to  an  insemination 
site  must  be  maintained  in  liquid  nitrogen  or  vapor  until  immediately 
prior  to  artificial  insemination.  Frozen  semen  shall  be  transported  by 
the  semen  bank  or  its  agents,  the  staff  of  the  insemination  site,  or  the 
recipient  provided  that  she  has  the  written  authorization  of  her 
physician,  A  signed  form  shall  be  kept  on  file  at  the  semen  bank 
documenting  the  identification  of  all  samples  released,  including  the 
names  of  both  the  person  releasing  each  sample  and  the  person  receiving 
that  sample. 

(g)  Semen  samples  shall  be  inspected  visually  for  proper  labeling  and 
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appearance,  upon  receipt  and  immediately  after  thawing.  If  the  physical 
appearance  is  abnormar  or  there  is  indication  or  suspicion  of  overt 
microbial  contamination,  the  semen  shall  not  be  utilized  for  artificial 
insemination. 

(h)  Semen  stored  for  a  client-depositor  shall  not  De  destroyed  or 
released  for  other  purposes  as  a  result  of  non-payment  of  storage  fees  or 
for  any  other  reasons-,  without  documentation  that  the  client-depositor  was 
given  at  least  30-days'  written  notice. 

52-8.7  Informed  consent.  (a)  The  semen  bank  shall  obtain  written 
informed  consent  from  the  donor  for  participation  in  the  donor  program, 
after  the  director  or  a  designee  has  explained  to  the  donor  the 
procedures  for  collection,  storage  and  use  of  semen.  The  informed 
consent  must  include  a  statement  that  the  donor  has  been  informed  that  his 
name  and  address  will  be  kept  on  file  by  the  semen  bank  and  advised  of  the 
restrictions  on  release  of  donor-identifying  information  specified  inj 
section  52-8. 8(a)  of  this  Subpart. 

(b)  The  semen  bank  shall  obtain  written  consent  from  the  client- 
depositor  for  participation  in  the  semen  storage  program,  after  the-* 
director  or  a  designee  has  explained  to  the  client-depositor  the 
procedures  for  collection/storage  and  retrieval  of  semen,  as  well  as  for 
payment  for  semen  storage. 

(c)  The  insemination  site  shall  obtain  written  informed  consent  from 
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*  the  recipient  for  receipt  of  artificial  insemination,  after  a  physician 
has  explained  the  risks  and  benefits  of  the  pl-ocedure,  made  available 
details  of  the  medical  history  of  the  donor,  and,  if  applicable,  notified 
the  recipient  that  semen  bank  records  are  required  to  be  kept  for  the 
periods  of  time  specified  in  section  52-8. 8(a)  of  this  Subpart  and  that 
the  outcome  of  the  procedure  is  required  to  be  reported  to  the  semen 
bank. 

52-8.8  Required  records,  (a)  Complete  and  accurate  records  of  semen 
released  for  artificial  insemination  shall  be  kept  by  the  semen  bank, 
storage  facility,  if  any,  and  by  the  insemination  site  using  the  sample. 
as  specified  in  section  52-2.8  of  this  Part.  Such  records  shall  be  open 
to  inspection  by  the  department  and  shall  be  kept  for  at  least  seven  years 
after  semen  release  for  artificial  inseminations  not  resulting  in  a  live 
birth,  and  25  years  for  inseminations  resulting  in  a  live  birth.  For  all 
donated  semen,  the  donor's  name,  address,  and  any  other  information  which 
would  directly  or  indirectly  identify  the  donor  shall  not  be  disclosed  or 
released  by  the  semen  bank  to  any  person  or  entity,  except  upon  the 
written  consent  of  the  donor,  or  except  to  authorized  employees  of  the 
department  or  as  permitted  by  law.  The  recipient's  name,  address,  and 
any  other  information  which  would  directly  or  indirectly  identify  the 
recipient  shall  not  be  disclosed  or  released  by  the  insemination  site  to 
any  person  or  entity,  except  upon  the  written  consent  of  the  recipient,  or 
except  to  authorized  employees  of  the  department,  or  as  permitted  by  law. 

(b)   In  addition  to  the  recordkeeping  requirements  of  section  52- 
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2.8(c)(1)  of  this  Part,  each  human  semen  bank  shall  maintain  semen  donor 
records  which  include: 

(1)  pertinent  family  history  of  genetic  disorders; 

(2)  documentation  of  donor  and  client-depositor  informed  consent;  and 

(3)  outcome  of  prior  artificial  insemination  procedures,  if  known, 
including  number  of  successful  pregnancies,  and  any  reports  from 
insemination  sites  which  would  affect  the  donor's  acceptability. 

(c)  In  addition  to  the  recordkeeping  requirements  of  section  52- 
2.8(cy(2)  of  this  Part,  each  human  semen  bank  or  storage  facHiiy  shall 
maintain  semen  records  which  include: 

(1)  donor's  identification  code  or  client-depositor's  name; 

(2)  documentation  of  viability  checks  after  thawing  and  during 
storage,  if  any; 

(3)  the  name  of  the  physician  or  other  person  authorized  by  law  to 
perform  artificial  insemination  and/or  receive  semen  samples,  the  name  of 
the  employee  releasing  and  the  name  of  the  employee  or  person  receiving 
each  semen  sample,  and  the  recipient's  name,  if  the  name  has  been  provided 
to  the  semen  bank  with  her  consent,  or  the  recipient's  identification 
code,  if  used;  and 
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(4)  documentation  of  training,  certification,  and  continuing 
education  for  each  staff  member. 

(d)  In  addition  to  the  recordkeeping  requirements  of  section  52-2. 8(d) 
of  this  Part,  the  following  records  shall  be  kept,  separate  from  the 
recipient's  records,  by  an  insemination  site  for  each  insemination: 

(1)  donor's  identification  code  or  name,  if  the  semen  is  deposited  by 
a  client-depositor; 

(2)  a  copy  of  the  order  for  release  of  the  semen,  including  the  name 
and  signature  of  the  ordering  physician  or  other  person  authorized  by  law 
to  order  such  release; 

(3)  results  of  semen  cryosensitivity  testing; 

(4)  signature  of  the  person  receiving  the  sample  and  condition  of  the 
sample  upon  receipt;  and 

(5)  outcome  of  the  artificial  insemination  procedure,  including,  but 
not  limited  to,  any  adverse  outcome  in  the  infant  or  infectious  disease  in 
the  recipient,  as  well  as  successful  pregnancies.  This  information  shall 
also  be  reported  to  the  semen  bank  releasing  the  semen  sample,  even  if  the 
semen  bank  is  the  same  entity  as  the  insemination  site. 
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52-8.9  Quality  assurance  and  safety.  The  requirements  of  section  52- 
3.5  of  this  Part  must  be  met.  Standards  for  the  testing,  procedures,  and 
methods  in  use  at  the  gamete  bank,  not  otherwise  addressed  in  this  Part, 
shall  be  the  standards  generally  accepted  by  leading  authorities  such  as 
the  American  Association  of  Tissue  Banks,  the  American  Fertility  Society, 
and  the  American  College  of  Obstetricians  and  Gynecologists,  or  standards 
determined  to  be  equivalent  by  the  department. 

52-8.10  Compliance  with  standards.  A  gamete  bank.  mcluOmg  a  storage 
facility  or  insemination  site,  shall  allow  admission  to  a  represenial i ve 
of  the  department  for  the  purpose  of  inspecting  the  premises  and 
evaluating  operating  procedures,  equipment,  and  records,  including  lists 
of  physicians  or  facilities  to  whom  or  to  which  semen  is  released,  to 
determine  compliance  with  the  standards  in  this  Part.  If  the  Commissioner 
determines  that  a  significant  likelihood  exists  that  adequate  safeguards 
are  not  implemented  at  a  gamete  bank,  the  department  may  require  that 
semen  not  be  released  pending  a  hearing.  The  hearing  shall  commence 
within  15  days  of  any  suspension  pursuant  to  this  section. 
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Mara*.  1MJ 

Cartfio.fUg 


Pursuant  to  the  authority  vested  in  the  Conunissioner  of  Health  by  Public  Health  Law 
Section  4365,  Part  52  of  Title  10  (Health)  of  the  Officiai  Compilation  of  Codes,  Rules  and 
Regulations  of  the  State  of  New  York  is  hereby  anoended  to  add  Subparts  52-4,  52-5,  52-6,  52-7, 
52-9  and  52-10,  as  follows: 


SUBPART  52-4 
CARDIOVASCULAR  TISSUE  BANKS 


SECTION 

52-4.1  Definitions 

52-4.2  Construction 

52-4.3  Tissue  procurement  services 

52-4.4  Donor  qualifications 

52-4.5  Retrieval  of  tissue 

52-4.6  Tissue  processing  factlHies 

52-4.7  Required  laboratory  tests  on 
donors  and  donated  tissue 


SECTION 

52-4.8  Processing  of  tissue 

52-4.9  Distribution  of  tissue  products 

52-4.10  Required  records  of  tissue 

acquisition,  testing,  processing 
aiHl  storage 

S2-4.1 1  Records  to  be  kept  by  the  tissue 
transplantation  facility 

52-4.12  Disposition  of  unused  tissue 

52-4.13  Tissue  storage  faciiities 


Section  52-4.1   Definitions.  For  the  purposes  of  this  Subpart  unless  the  context  indicatM 
otherwise,  the  fottowing  terms  shall  have  the  following  meaninos: 

(a)   CvdiovMcutar  tissu*  doner  mearta  a  human  being,  living  or  dead,  who  is  the  source  of 
cardiovascular  tissue  for  transplantation,  including  autogeneic  tissue. 


(b)  Critical  work  art  means  an  area  where  sterile  tissue  containers  or  aaapticaly  retrieved 
are  exposed  to  the  environment 
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(c)  Critietl  surfac*  mMns  a  surface  which  comas  into  contact  with  asaptically  ratrievtd  tissua, 
atarila  tissua  containars  or  starila  containar  covars. 

S2-4.2  Construction.  Tamis  not  defined  in  this  Subpart  are  defined  in  Subpan  52-1  of  this  Pan. 
Cardiovascular  tissue  banks  shall  apply  for  licensure  and  otherwise  comply  with  Subpart  52-2,  and 
shall  meet  all  general  technical  standards  for  tissue  banks  specified  in  Subpaa  S2-3. 

52-4.3  Tissue  procurement  services,  (a)  A  facility  that  angaoes  in  donor  selection  and 
solicitation,  and  retrieval  of  cardiovascular  tissue  shall  be  licensed  by  the  department  as  a 
comprehensive  tissue  procurement  servica. 

(b)  A  facility  whose  tissue  acquisition  activities  are  limited  to  donor  selection  and  solicitation  by 
its  own  staff  shall  be  licensed  by  the  department  as  a  limited  tissue  procurement  service. 

(c)  Comprehensive  tissue  procurement  sarvicas  retneving  cardiovascular  ttsv  aseptieally  from 
cadaveric  donors  shafl  maintain  written  standard  operating  procedures  ttiat  assure  tftat  the  retrieval 
environment,  including,  but  not  Hmrted  to  walls,  floors  and  permanent  equipment  is  suitable  for 
retrieval  and  adequate  to  prepare  an  aseptic  field.  A  working  sink  shall  be  available. 

(d)  Cardiovascular  tissua  retrieval  shall  be  performed  only  by  trained  retrieval  technicians  under 
the  supervision  of  the  director  of  a  Hcensed  comprehensive  tissue  procurement  service.    The 
director  of  the  Bcanaed  comprehensive  tissue  procurement  service  shaB  be  responsible  for  developing 
policies,  proceduraa  and  standards  for  the  educational  backgrourtd,  trainino,  certification  artd 
continuing  education  of  retrieval  technicians.   Documentation  of  comtpBanc*  ^'^'itfi  this  requirement 
and  the  standards  developed  shaB  be  maintained. 
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52-4.4  Donor  quiUflcrtont.  (a)  In  ad<fition  to  ail  tho  raquiranwnta  of  this  Subpaa  limitad  tissue 
procuromont  sorvicM  and  comprahansiva  tissua  procuramant  sarvicas  shall  comply  with  tha  donor 
qualification  raqoiranMnts  in  Subpart  52-3. 

(bl  Unlass  spactficailY  authorizad  by  tha  tissua  bank  madical  diractor,  cardiovascular  tissua  shall 
not  ba  ralaasad  for  allooar>aic  transplant  from  donors  with  any  of  tha  following  conditions: 

(1)  a  diaaasa  of  unknown  atiology; 

(2)  malaria  within  tha  last  thraa  (3)  yaars  or  traval  to  a  malarially  andamic  araa  within  tha  last  six 
(6)  months: 

(3)  activt  or  untraatad  tubarcutosia; 

(4)  history  or  prasafKa  of  bactarial  andocarditis  or  samilunar  valvular  haart  disaasa,  axcapt  for 
mitral  valva  prolapsa; 

(5)  pravtoua  cardiac  valvular  surgary,  if  donation  of  tha  affactad  vaNa  la  considarad; 

(6)  insulin-dapandant  (fiabatas  maUtua; 

(71  daath  dua  to  drowning,  if  imniarsion  ia  for  tongar  than  six  (61  hours;  or 

(8)  history  of  rfiaumatic  favar. 

(c)  In  addition  to  tha  axduaions  oudinod  in  subdivision  (b)  abova.  saphanous  vairta  shall  not  ba 
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r«lMS«d  from  donors  with  any  of  th«  foNowino  conditions: 

(1)  varicos*  vtins  or  other  conditions  of  chronic  venous  stasis; 

(2)  trauma  to  saphenous  veins;  or 

(3)  significant  phlebitis. 

(d)  Social  history  as  recorded  in  the  medical  chan  of  the  donor  or  as  provided  by  a  friend  or  family 
member  shall  be  considered  in  the  donor  selection  process. 

(e)  The  medical  director  of  the  comprehensive  tissue  procurement  service  shall  be  responsible  for 
determining  that  the  donor  and  the  donated  cardiovascular  tissue  are  acceptable  based  on  medical 
history  information  and  established  dof>or  selection  criteria  as  specified  in  this  Part,  and  a  physical 
examination. 

(f)  A  written  policy  shall  specify  the  range  of  acceptable  donor  age  imits  for  cardiovascular  tissue 
donation.  This  policy  shall  be  determined  by  the  tissue  bank  medical  director  in  consultation  with 
the  medical  advisory  committee  of  the  tissue  procurement  service. 

(gl  Written  criteria  for  acceptance  of  donors  of  autogeneic  tun*  shall  be  specified  by  the 
transplantation  aervice  ifiractor  of  the  tissue  transpiamation  facility,  unless  such  criteria  have  been 
specified  already  by  the  medical  director  of  a  comprehensive  tissue  procurement  service. 

S2-4.S  Retrieval  o^tissue.  (a)  Cardiovascular  tissue  shall  be  retrieved  using  aaeptie  technique  in 
an  operating  room  or  other  aseptic  premises  approved  by  the  tissue  bank  medical  director. 
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(b)  Rttfiaval  of  cardtovtscuiar  tissM  from  a  cadavaric  donor  shall  occur  within  1 2  hours  of 
ottrton  of  cafdtoe  function  if  tha  body  is  stored  at  room  tamparatura,  or  within  24  hours  of 
oaaation  of  cartRac  function  if  tha  body  is  rafrigarated  within  1 2  hours  of  cassation. 

(c)  Cardiovascuiar  tissua  shad  ba  storad  and  transportad  to  tha  tissua  processing  facility  at  a 
tamparatura  batwaan  zaro  and  tan  dagraas  Calsius. 

(d)  Asaptic  procassing  of  cardiovascular  tissua  shall  bagin  within  24  hours  of  ratriavai. 

(a)  If  an  anta  mortam  blood  sampla  is  not  availabia  from  a  cadavaric  donor,  a  post  mortam  sampla 
of  suffidant  quantity  to  parform  raquirad  laboratory  tasting  shall  ba  drawn  via  a  cardiac  insartion  or 
from  a  larga  vain  or  artary. 

(f)  Tissua  apadman  containars  and  packaging  matariala  shal  ba  staria  and  non>toxic. 

(g)  Each  tissua  and  Mood  spaciman  container  shall  ba  labalad  lagibly  prior  to  ratriavai  with  tha 
tissua  bank  idantificatk)n,  and  donor  klantification  coda  or  uniqua  tissua  idantification  number.  Tha 
data,  tima  artd  anatomic  site  of  ratriavai  shaM  ba  recorded  on  accompanying  documanu. 

(hi  Unlaaa  a  aampia  for  cuhm  wM  ba  colacted  at  tha  tiasua  procaaaing  facOty.  a  sagmant  or 
aanvia  of  comiououa  heart  or  vaacular  tissua  shaM  be  placad  in  a  separata,  appropriately  labeled 
sterile  containar  Imandad  for  culturing  for  aerobic  and  anaerobic  contaminatkin. 

(i)  Tissua  and  Mood  specimen  containers  shall  be  labeled  ao  as  to  maintain  cardiovascular  tissua 
idantificatton  throughdut  al  phases  of  processing,  storage  and  dtotributton.  in  a  manner  not  aubiact 
to  signifieant  deterioration  under  condWons  of  transport  and  storage. 


308 


S2-4.6  Tisfuc  proccuing  faclitkt.   (a)  A  facility  which  processes  cardiovascular  tissue  shall  be 
licensed  by  the  department  as  a  tissue  processing  facility.   Such  facilities  shall  make  available  to  the 
department  a  ttatament  of  the  procedures  used  in  the  preparation,  testing  and  preservation  of  the 
tissue  or  tissues  distributed,  or  offered  for  us:  The  premises,  equipment,  procedures,  records, 
circulars  of  instruction  and  tissues  shall  be  available  for  inspection  and/or  testing  by  the  department 
as  required.   Copies  of  all  brochures  and  other  informational  materials  and  instructions,  including 
descriptions  of  methods  of  tissue  handling,  shall  be  available  to  the  department.   Each  container  of 
tissue  shall  be  clearly  labeled  with  the  donor  identification  code  or  unique  tissue  identification 
number,  unit  size  and  expiration  date. 

(b)  Aseptic  processing  of  cardiovascular  tissue  shall  be  perfomied  in  separately  defined  work 
areas  with: 

(1)  floors,  walls  and  ceilings  with  non-porous  smooth  surfaces  that  »n  easily  cleaned; 

(2)  temperature  and  humidity  controls; 

(3)  an  air  supply  filtered  through  high  efficiency  particulate  air  flltert  with  positive  pressure 
differentials  between  rooms; 

(4)  a  system  for  morWtorirHl  environmental  conditions; 

(5)  a  system  for  cleaning  and  disinfecting  a  room  and  equipment  to  produce  aseptic  conditions; 
and 

(6)  adequate  space  for  staff,  and  storage  of  germents  and  equipntent. 
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(c)  Critical  MOffc  anas  in  which  starila  tiuiM  contaifwn  or  asapticaly  ratri«v«d  cardiovascuiar 
tissua  ara  axposad  to  the  anvironmant  shall  hava  an  air  quaiitv  of  no  mora  than  100  particlas  (lass 
than  or  aoual  to  0.5  micron)  par  cubic  foot  of  air  and  no  mora  than  ona  bacterial  colony  forming  unit 
par  tan  cubic  faat  of  air.  Critical  work  araas  shall  hava  a  positiva  prassura  gradient  greater  than  or 
equal  to  0.05  inches  of  water  relative  to  an  adjacent  less  dean  area.   Critical  surfaces  shall  be  sterile 
and  shall  not  interact  with  the  tissue  so  as  to  affect  the  quafity  of  the  tissue  adversely. 

52-4.7  Required  laboratory  tests  on  donors  and  donated  tissue.  All  required  dinical  laboratory 
testing  shall  be  performed  by  a  laboratory  operating  under  a  permit  issued  by  the  department.   For 
out-of-state  cardiovascular  tissue  procurements,  all  required  clinical  laboratory  testing  shall  be 
performed  by  a  laboratory  which  is  approved  by  that  state's  regulatory  authority  or  by  the 
department. 

(a)  Blood  samples  from  all  allogeneic  cardiovascular  tissue  dorK>rs  shaH  be  tested  for  evidence  of 
infection  with  human  immunodeficiency  virus  type  1  (HIV-1 ),  human  immunodeficiency  virus  type  2 
(HIV-2),  human  T-lymphotropic  virus  type  I  (HTLV-I),  hepatitis  B  virus  (HBV).  hepatitia  C  virus  (HCV) 
and  syphilis,  and  found  negative  for  purposes  of  donor  selection.  Testing  for  HBV  shall  include 
testing  for  hepatitis  B  surface  antigen  (HBsAg)  and  antibody  to  hepatitis  B  core  antigen  (anti-HBc). 
Blood  samples  from  living  donors  of  allogeneic  cardiovascular  tissue  shaH  be  tested  for  determination 
of  alanine  aminotransferase  (ALT)  activity. 

(b)  Testing  of  each  canfiovasmiar  tissue  unit  from  each  retrieval  sits  shall  be  performed  for 
aerobic  and  anaerobic  contamination  prior  to  final  packaging,  usitHI  standard  laboratory  procedures. 
When  fresh  tissue  is  trartsplanted.  the  results  of  cultures  shal  be  made  available  to  the 
traruplantation  surgeon  on  a  daily  basis  until  the  final  reading  has  been  completed. 
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(c)  All  cardiovascular  tissue  from  living  donors  intended  for  allogeneic  use  shall  be  quarantined  for 
six  (6)  months.  After  such  time  and  prior  to  release  of  the  tissue  for  transplantation,  the  donor  shall 
be  retested  for  HBsAa  and  evidence  of  HCV.  HIV-1  and  HIV-2  infection. 

52-4.8  Processing  of  tissue,   (a)  Fresh  cardiovascular  tissue  shall  be  stored  in  an  isotonic  storage 
medium  demonstrated  to  maximize  tissue  viability  in  a  sealed,  sterile  container  at  a  temperature 
between  zero  and  ten  degrees  Celsius  for  a  period  not  to  exceed  24  hours  from  retrieval.   Storage 
shall  take  place  in  a  refrigerator  reserved  for  cardiovascular  or  other  tissue  intended  for 
transplantation,  equipped  with  a  recording  thermometer  calibrated  at  least  four  (4)  times  a  year 
against  a  National  Institute  of  Standards  and  Technology  (NIST)-certified  thermometer,  or  a 
thermometer  that  has  been  tested  against,  and  found  to  be  in  agreement  with,  an  NIST-certified 
thermometer.  The  temperature  shall  be  visually  monitored  and  recorded  daily  unless  the  refrigerator 
is  equipped  with  a  calibrated  mechanical  temperature  monitor  and  alarm  system  to  detect  an 
increase  in  temperature  to  above  ten  degrees  Celsius. 

(b)  Cardiovascular  tissue  processing  for  cryopreservation  shall  be  initiated  under  aseptic 
conditions  within  24  hours  of  retrieval.    Until  processing,  tissue  shall  be  stored  at  between  zero  and 
ten  degrees  Celsius.  Once  processed,  cardiovascular  tissue  shall  be  stored  frozen  at  between  minus 
135  and  minus  1 96  degrees  Celsius  with  a  suitable  cryoprotectant  in  labeled  containers  until 
released  for  use,  in  either: 

(1)  a  freezer  reserved  for  cardiovascular  or  other  tissue  intended  for  transplantation,  equipped 
with  an  audible  alarm  to  detect  an  increase  in  temperature  to  above  minus  1 35  degrees  Celsius  and 
a  recording  thermometer  calibrated  at  least  four  <4)  times  a  year  against  an  NIST-certified 
thermometer,  or  a  thermometer  that  has  been  tested  against  and  found  to  be  in  agreement  vwth  an 
NIST-certified  thermometer;  or 
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(2)  a  liquid  nitrogen  tanic  rMcrvad  for  cardiovascular  or  other  tissua  intended  for  transplantation. 

(c)  Storage  equipmem  shall  have  clearly  defined  and  labeled  areas  for  all  cardiovascular  tissue 
stored,  and  untested  tissue  shall  be  maintained  in  a  quarantine  area  segregated  from  tissue  awaiting 
distribution. 

Id)  Recording  thermometers  shall  be  visually  monitored  daily  or  temperatures  shall  be  continuously 
monitored  mechanically,  and,  if  applicable,  liquid  nitrogen  levels  shall  be  checked  at  least  twice  a 
week  for  fluctuations  potentially  affecting  the  quality  of  the  cardiovascular  tissue.  Temperature 
records  and,  if  applicable,  liquid  nitrogen  level  records  shall  be  available  for  inspection  by  the 
department  for  the  entire  period  of  storage  and  for  one  (1)  year  afterwards. 

52-4.9  Distribution  of  tissue  products,  (al  Cardiovascular  tissue  shall  not  be  made  available  for 
allogeneic  transplantation  unless  the  donor's  blood  reacts  negatively  to  approved  tests  for  HIV-1. 
HIV-2,  HTLV-I.  HBsAg,  HCV  and  syphlCs,  and,  if  from  a  Uving  donor,  normal  ALT  leveU  are 
determined.   Tissue  from  a  donor  testing  positive  for  anti-HBc  may  be  made  available  for  allogeneic 
transplantation  provided  the  tissue  contai/Mr  is  appropriately  ao  labeled  and  the  approval  of  the 
medical  director  is  obtairted. 

(b)  Cardiovascular  tissue  aha!  be  transported  by  the  tissue  bank  or  its  agents,  or  by  staff  or 
agents  of  the  tisaue  tranaplamation  fadUty.  A  signed  form  shafl  be  kept  on  file  at  the  tissue  bank 
documenting  the  Identification  of  tisaue  reieaaed.  including  the  names  of  both  the  peraonU)  releasing 
the  tissue  and  tfie  peraon(a)  receiving  the  tisaue. 

(c)  Cardiovascular  fissua  in  transit  from  a  tissue  processing  or  storage  facility  to  a  tissue 
transplantation  facility  ahaU  be  maintained  at  a  temperature  of  minua  70  degrees  Celsius  or  tower. 
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TiMM  storvd  at  a  tissu*  transplantation  facility  shall  b«  maintained  at  th«  appropriate  storage 
temperature  until  immediately  prior  to  transplantation. 

(d)  Cardiovascular  tissue  and  its  labeling  and  packaging  shall  be  visually  inspected  prior  to  its 
release  by  the  tissue  processing  facility.  The  tissue  shall  be  inspected  by  the  tissue  transplantation 
facility  immediately  upon  receipt  and  again  after  thawing.   If  the  physical  appearance  is  abnormal,  or 
there  is  indication  or  suspicion  of  oven  microbial  contamination,  the  tissue  shall  not  be  utilized  for 
transplantation.   In  the  case  of  frozen  tissue,  the  period  of  time  between  thawing  and  use  shall  not 
exceed  24  hours  if  tissue  is  refrigerated  at  between  zero  and  ten  degrees  Celsius,  or  four  (4)  hours  if 
not  refrigerated. 

(e)  Cardiovascular  tissue  shall  be  released  by  the  tissue  transplantation  facility  only  upon  a  written 
order  by  a  licensed  physician.   Documentation  of  the  physician's  order  shall  be  on  a  dedicated 
tracking  record  or  the  recipient's  nrtedical  record.    Release  of  cardiovascular  tissue  shall  be  recorded 
on  a  disposition  log  and  shall  allow  accurate  tracking  of  tissue  to  each  recipient. 

52-4.10  Required  records  of  tissue  acquisition,  testing,  processing  af>d  storage.  Each 
cardiovascular  tissue  bank  shaH  maintain  donation  records  as  required  by  Subpan  52*2. 

52-4. 11   Records  to  be  kept  by  the  tissue  transplantation  fadity.  The  director  of  each  tissue 
transplantation  aervice  shaH  be  responsible  for  records  kept  by  the  tissue  transplantation  facility.   In 
addition  to  the  records  specified  in  Subpart  52-2,  the  foHowing  records  shall  be  kept  separate  from 
recipient  records,  by  the  tissue  transplantation  facility: 

(a)  if  performed.  r<sults  of  testing  for  bacterial  and  fungal  contamination  after  tissue  thawing  and 
prior  to  engraftment 
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(bl  a  copy  of  t)M  order  for  reiMM  of  th«  cardiovatctilar  tissua,  including  the  nam*  and  signatura 
of  tha  ordaring  physician  or  tha  parson  authorizad  by  law  to  order  tucti  release.   A  record  in  the 
patient's  chan  shad  be  satisfactory  documentation  of  such  order  for  release; 

(c)  a  disposition  log  allowing  accurate  tracking  of  tissue  to  each  recipient;  and 

(d)  records  of  appropriate  storage  and  temperature  monitoring  of  cardiovascular  tissue. 

52-4.12  Disposition  of  unused  tissue,   (a)  Thawed  cardiovascular  tissue  that  is  not  used  by  the 
tissue  transplantation  facility  within  24  hours  of  thawing  shall  be  used  for  education  and/or  research 
purposes,  or  discarded  pursuant  to  Part  70  of  this  Title.   Packaging  of  cardiovascular  tissue  for 
destruction  shall  be  designed  to  obscure  the  contents. 

(b)  Cardiovascular  tissue  returned  by  the  tissue  transplantation  facility  for  possible  reissuance 
shall  meet  all  storage  and  transport  requiren>ents  of  this  Part.  The  cardiovascular  tissue  bank  shall 
not  reissue  tissue  returned  by  the  tissue  transplantation  facility,  unless  wrinen  criteria  approved  by 
the  tissue  bank  medical  director  are  mat. 

52-4.13  Tisaue  storage  fadWes.   (a)  A  facflity  which  stores  cardiovascuiar  tissue  shaB  be 
licensed  by  the  departntent  as  a  tisaue  storage  facility.  The  cardiovaacular  tissue  bank  shall  ksep 
the  department  fully  informed  of  the  number  and  type  of  tiasue  storage  facilitiea  operating  under  its 
direction. 

(bl  An  cardiovascular  tissue  sha>  be  stored  and  monitored  in  accordance  with  the  provisions  of 
sections  52-4.8.  and  S2-4.9(b),  (c)  and  (dl. 
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(c)  Ttmpantufv  racords  or  liquid  nitrogen  level  record*  shall  be  available  for  inspection  by  the 
department  for  the  entire  period  of  cardiovascular  tissue  storage  and  for  one  (1)  year  afterwards. 

(d)  Cardiovascular  tissue  products  shall  be  distributed  in  accordance  with  the  requirements  of  this 
Part,  and  all  records  related  to  the  inspection,  distribution  and  transport  of  tissues  shall  be  open  to 
inspection  by  the  department  and  shall  be  kept  for  at  least  fvn  (7)  years  or  six  (6)  months  after 
the  expiration  date  of  the  tissue,  wftichever  is  the  longer  time. 
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SUBPART  52-8 
MUSCULOSKELETAL  TISSUE  BANKS 


SECTWN 

S2-5.1  Dtfinitions 

52-5.2  Construction 

52-5.3  TiMiM  procurwn«m  tsrvicM 

52-5.4  Donor  qualifications 

52-5.5  R«tri«val  of  tissue 

52-5.6  Tissu*  proctssing  fadfitiM 

52-5.7  R«quir«d  Isboratory  t»sts  on 
donors  and  dortatad  tissua 


SECTION 

52-5.8   Procassing  of  tissua 

52-5.9   Distribution  of  tissua  products 

52-5.10  Raquirad  racords  of  tissua  acquisition, 
tasting,  procassirHI  *nd  storaga 

52-5.11  Racords  to  ba  kapt  by  tha  tissua 
traruptontation  facility 

52-5.12  Disposition  of  unusad  tissua 

52-5.13  Tissua  storaga  facilitias 


Saction  62-6.1  DafMtiona.  For  ttia  purposas  of  this  Subpart  unlasa  tha  contaxt  indteataa 
othanwiaa.  tha  foMewir>g  tarma  shaM  hava  tha  foOowing  maanings: 

(a)  Batch  maans  a  apadfie  quantity  of  tissua  that  is  intandad  to  hava  uniform  charactaristics  and 
quafity  vvithin  spadfic  bnits.  and  is  producad  accordktg  to  tha  sama  procaaaing  protocol  and  during 
tha  sama  procaaaing  cyda. 

(b)  AluseutoaAaMa^  cteut  doner  nwana  a  human  baing.  living  or  daad.  who  is  tha  aourca  of 
muaculosfcalatil  tfasua  for  transplantation,  indudirtg  autoganaic  tissua. 


(c)  Secondary  storOkodon  maana  starifaation  of  musculostcatatal  tiasua  using  athytana  oxida  gas. 
gamma  irradiation,  or  othar  staribation  maihod  approvad  by  tha  dapaiuiiant  as  dsmonstratad  to 
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inactivatt  vinisM  and  othar  mJcroorganisina,  basad  upon  rasaarch  conductad  in  accordanca  with 
astablishad  adantific  mathoda. 

(d)  Critical  work  va  maana  an  araa  whara  atarila  tisaua  containara  or  asapticaily  ratriavad  tissua 
ara  axposad  to  tha  anvironmant. 

(a)  Critical  surface  maans  a  surfaca  which  comaa  into  contact  with  aaaptically  ratriavad  tissua, 
sterila  tissua  containers  or  starila  container  covara. 

(f)  ControUad  work  araa  maana  an  araa  whara  unstarilizad  tiaaua,  \n-^mcats  materials  and  tissua 
containers  ara  handled. 

52-5.2  Constniclion.   Terms  not  dafir>ed  in  this  Subpart  are  defined  In  Subpart  52-1  of  this  Part 
Musculoskeletal  tissue  banks  shall  apply  for  licerwure  artd  otharwiae  comply  with  Subpan  52-2, 
and  shall  meet  all  ger>eral  technical  startdards  for  tissue  banks  specified  in  Subpart  52-3. 

52-5.3  Tiaaua  procurement  aarvicas.  (a)  A  facility  tttat  angagea  in  dortor  selection  and 
solicitation,  and  retrieval  of  musculoskeletal  tissue  shall  be  Pcansed  by  tha  departnrtent  aa  a 
comprehensive  tiaaua  procurement  aarvice. 

(b)  A  facility  whose  tisaua  acquisition  activities  are  limited  to  donor  aelection  aruj  aolicitation  by 
its  own  staff  shai  ba  Hcanaad  by  tha  department  as  a  lintitad  tissua  procurement  service. 

(c)  Comprehensive  tissue  procurement  services  retrieving  musculoskeletal  tissua  aaaptically  from 
cadaveric  dorwrs  shall  maintain  written  standard  oparatirtg  procedures  that  aasure  that  the  retrieval 
environment  including,  but  rtot  Bmitad  to  walla,  floors  artd  permanent  equipment  ia  auitabia  for 


317 

r*tri«val  and  adcqiMt*  to  prepare  an  asaptic  faW.  A  working  sink  shall  b«  available. 

(d)  MuiLuioiliilenl  tiaaua  ratriaval  shall  be  performed  only  by  trained  retrieval  technicians  under 
the  supervision  of  the  director  of  a  licensed  comprehensive  tissue  procurement  service.  The   - 
director  of  the  licensed  comprehensive  tissue  procurement  service  shall  be  responsible  for 
developirtg  policies,  procedures  and  standards  for  the  educational  background,  training,  certification 
artd  contifUiing  education  of  retrieval  technicians.  Documentation  of  compliance  with  this 
requirement  and  the  standards  developed  shall  be  maintained. 

52-5.4  Donor  qualifications,   (a)   In  addition  to  all  the  requirements  of  this  Subpart,  limited 
tissue  procurement  services  and  comprehensive  tissue  procurement  services  shall  comply  with  the 
donor  qualification  requirements  in  Subpart  52-3. 

(b)  Unless  specifically  authorized  by  the  tissue  bank  medical  director,  muscutoskeletal  tissue 
shall  not  be  released  for  a)k)geneic  transplant  from  donors  with  any  of  the  following  conditions: 

(1)  eviderwe  of  rtteumatoid  arthritis: 

(2)  a  disease  of  unknown  etk>logy;  or 

(3)  malaria  within  the  last  three  (3)  years  or  travel  to  a  maiariatty  endemic  area  within  the  last  six 
(6)  months. 

(c)  Social  history  as  recorded  in  the  medical  chan  of  the  donor  or  as  provided  by  a  friend  or 
family  member  shall  be  considered  in  the  donor  selection  process. 
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(d)  Th«  nwdieai  director  of  th*  comprahcnsiva  tiniM  procuramant  Mrvic«  shall  b«  ratponsibi* 
for  datorminino  tfwt  tti«  donor  and  tha  donatad  muscuiosicalatal  tissua  ara  accaptabia  basad  on 
madical  history  information  and  astablishad  donor  salaction  critaria  as  spacifiad  in  this  Part,  and  a 
physical  axamination. 

(a)  Writtan  critaria  for  accaptanca  of  donors  of  autogcnaic  tissua  shall  ba  spacifiad  by  tha 
transplantation  sarvica  diractor  of  tha  tissua  transplantation  facility,  unlass  such  critaria  hava  baan 
spacifiad  alraady  by  tha  madical  diractor  of  a  comprahansiva  tissua  procuramant  sarvica. 

52>5.5  Ratriaval  of  tisaua.   (a)  Muscuioskaiatal  tissua,  induding  tissua  for  which  assuranca  of 
starility  cannot  ba  maintainad,  such  as  mandibta,  shall  ba  ratriavad  using  asaptic  tachniqua  in  an 
oparating  room  or  othar  asaptic  pramisas  approvad  by  tha  tissua  bank  madical  diractor. 

(b)  Ratriaval  of  muscuioskaiatal  tissua  from  cadavaric  donors  shal  occur  within  24  hours  post 
nnortam  if  tha  body  has  baan  rafrigaratad  within  four  (4)  hours  post  mortam,  or  within  1 2  hours 
post  mortam  if  tha  body  has  not  baan  rafrigaratad. 

(c)  Muscuioskaiatal  tiasua  ratriavad  from  cadavaric  donors  shal  ba  tranaportad  to  tha  tisaua 
procassing  fadlty  at  a  tamparatura  of  10  dagraas  Calshja  or  lowar. 

(d)  If  an  anta  monam  Wood  aampla  ia  not  avaiabia  from  a  cadavaric  dortor,  a  poat  mortam 
sampla  of  suffidant  quantity  to  parform  raquirad  laboratory  tasting  aha!  ba  drawn  via  a  cardtec 
iftsartion  or  from  a  larga  vain  or  anary. 

(a)  Tiasua  spacimart  contalrwrs  and  packaging  matariala  shal  ba  staria  and  non-toxie. 
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If)  Each  tissu«  and  blood  spectman  containar  shall  b«  labalad  lagibly  at  tha  tima  of  ratriaval  with 
tha  tissua  bank  idantification,  and  donor  identification  coda  or  unique  tissue  identification  number. 
Tha  data,  tima  and  anatomic  site  of  ratriaval  shall  ba  recorded  on  accompanying  documents. 

(g)  A  segment  or  sample  of  musculoskeletal  tissue  that  is  not  intended  for  secondary  sterilixation 
shall  be  placed  in  a  separate,  appropriately  labeled  sterile  container  intended  for  culturing  for 
aerobic  and  anaerobic  contamination. 

(h)  Tissue  and  blood  specimen  containers  shall  be  labeled  so  as  to  maintain  musculoskeletal 
tissue  identification  throughout  all  phases  of  processing,  storage  and  distribution,  in  a  manner  not 
subject  to  significant  deterioration  ur>der  conditions  of  transport  and  storage. 

52-5.6  Tissue  processing  faclMaa.   (a)  A  facility  which  processes  musculoskeletal  tissue  shall 
be  licensed  by  tha  department  as  a  tissue  processing  facility.   Such  facilities  shall  make  available  to 
the  department  a  statement  of  tha  procedures  used  in  the  preparation,  testing  and  preservation  of 
the  tissua  or  tissues  distributed,  or  offered  for  use.  Tha  premises,  equipment,  procedures,  records, 
circulars  of  instruction  and  tissues  shall  be  available  for  inspection  and/or  testing  by  the  department 
as  required.  Copies  of  all  brochures  and  other  informational  materials  and  instructions,  including 
descriptions  of  methods  of  tissua  handling,  shall  be  available  to  the  department.   Each  container  of 
tissue  shall  be  clearly  labalad  with  tha  donor  identification  coda  or  unique  tissue  identification 
number,  and  unit  size.  Donor  age.  sax  and,  for  tissue  from  a  living  donor,  orthopedic  diagnosis 
shall  ba  rocordad  on  tha  packaging  or  included  in  an  accompanying  document. 

(b)  Aseptic  processing  of  musculoskeletal  tissue  shall  be  performed  in  separately  defined  work 
areas  with:  * 

(1)  floors,  walla  and  caiUnga  with  non-porous  smooth  surfaces  that  are  easily  cleaned; 
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(2)  ttmp«r«tijr«  and  humidity  controlt: 

(3)  an  air  tupplv  filtarad  through  high  efficiancY  particulata  air  filtars  with  poaitiva  prasaura 
diffarantiala  batwaan  rooms; 

(4)  a  aystam  for  monitoring  anvironmantal  conditiona; 

(5)  a  aystam  for  daaning  and  disinfacting  a  room  and  aquipmant  to  produca  asaptic  conditions; 
and 

(6)  adaquata  apaca  for  ataff,  and  storage  of  garmants  and  aquipmant. 

(c)  Procassing  of  musculoskaiatal  tissua  intanded  for  sacondary  starilization  shall  occur  in 
controllad  work  araaa.  Thasa  araas  shall  hava  an  accaptabia  microbial  and  particulata  quality  to 
minimiza  contaminants  in  final  tissua  praparation  prior  to  starilization  and  to  assura  affactivanass  of 
starilization.  Air  shall  hava  a  particulata  (lass  than  or  aquai  to  0.05  micron)  count  of  lass  than  or 
equal  to  100,000  par  cubic  foot  in  tha  vicinity  of  tha  exposed  tissue  during  periods  of  processing 
activity,  and  no  mora  than  25  bacterial  colonies  per  ten  cubic  feet.  Air  flow  shall  achieve  20  air 
exchanges  per  hour  and  a  pressure  differential  of  greater  than  or  equal  to  0.05  iiKhes  of  water 
relative  to  an  adjacent  less  dean  area.   Compressed  air  shaO  be  free  of  demonstrable  oil  vapors. 

(d)  Critical  work  areas  in  wttich  sterile  tissue  containers  or  asepticaily  retrieved  musculoskeletal 
tissue  are  expoaed  to  the  envirorwnent  shall  have  an  air  quality  of  no  mora  than  100  particles  (leas 
than  or  equal  to  0.5  micron)  per  cubic  foot  of  air  and  no  more  than  orta  bacterial  colony  forming 
unit  per  tan  cubic  feet  of  air.  Critical  work  areas  shall  have  a  positive  pressure  gradient  greater 
than  or  equal  to  0.05«incftea  of  water  relative  to  an  adjacent  leaa  dean  area.  Critical  surfacea  shall 
be  aterile  and  ahall  not  interact  with  the  tissue  so  as  to  affect  the  quality  of  tha  tiaaue  adversely. 
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52-5.7  Required  laboratory  tests  on  donors  and  donated  tissue.   All  required  clinical  laboratorY 
testing  shall  be  performed  by  a  laboratory  operating  under  a  permit  issued  by  the  department.    For 
out-of-state  musculoskeletal  tissue  procurements,  all  required  clinical  laboratory  testing  shall  be 
performed  by  a  laboratory  which  is  approved  by  that  state's  regulatory  authority  or  by  the 
department. 

(a)  Blood  samples  from  all  allogeneic  musculoskeletal  tissue  donors  shall  be  tested  for  evidence 
of  infection  with  human  immunodeficiency  virus  type  1  (HIV-1),  human  immunodeficiency  virus 
type  2  (HIV-2),  hepatitis  B  virus  (HBV),  hepatitis  C  virus  (HCV),  syphilis  and,  unless  the  tissue  will 
be  secondanly  sterilized,  human  T-lymphotropic  virus  type  I  (HTLV-I),  and  found  negative  for 
purposes  of  donor  selection.   Testing  for  HBV  shall  include  testing  for  hepatitis  8  surface  antigen 
(HBsAg)  and  antibody  to  hepatitis  B  core  antigen  (anti-HBc).    Blood  samples  from  living  donors  of 
allogeneic  musculoskeletal  tissue  shall  be  tested  for  determination  of  alanine  aminotransferase 
(ALT)  activity. 

(b)  Testing  for  aerobic  and  anaerobic  contamination  shall  be  performed  on  each  musculoskeletal 
tissue  unit  prior  to  final  packaging,  using  standard  laboratory  procedures.   When  fresh  tissue  is 
transplanted,  the  results  of  cultures  shall  be  made  available  to  the  transplantation  surgeon  on  a 
daily  basis  until  the  final  reading  has  been  completed. 

(c)  All  musculoskeletal  tissue  from  Gving  donors  intended  for  allogeneic  use  shall  be  quarantined 
for  six  (6)  months.  After  such  time  and  prior  to  release  of  the  tissue  for  transplantation,  the  donor 
shall  be  retested  fof  HBsAg  and  evidence  of  HCV,  HIV-1  and  HIV-2  infection. 

52-5.8  Processing  of  tissue,  (a)  Fresh  musculoskeletal  ti'ssue  shall  be  stored  in  an  isotonic 
storage  medium  demonstrated  to  maximize  tissue  viabilrty  in  a  sealed,  sterile  container  at  a 
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tamp«ratur«  b«tw««n  zero  and  tan  degrees  Celsius  for  a  period  not  to  exceed  72  hours  from 
retrieval.   Storage  must  take  place  in  a  refrigerator  reserved  for  musculoskeleul  or  other  tissue 
intended  for  tranapiantation,  equipped  with  a  recording  thermometer  calibrated  at  least  four  (4) 
times  a  year  against  a  National  Institute  of  Standards  and  Technology  (NISTl-certified  thermometer, 
or  a  thermometer  that  has  been  tested  against,  and  found  to  be  in  agreement  with,  an  NIST- 
certified  thermometer.   The  temperature  must  be  visually  monitored  and  recorded  daily  unless  the 
refrigerator  is  equipped  with  a  calibrated  mechanical  temperature  morutor  and  alarm  system  to 
detect  an  increase  in  temperature  to  above  ten  degrees  Celsius. 

(b)  Musculoskeletal  tissue  processing  for  cryopreservation  must  be  performed  under  aseptic 
conditions  within  48  hours  of  retrieval.   Until  processing,  tissue  shall  be  stored  at  between  zero  and 
ten  degrees  Celsius.   Once  processed,  musculoskeleul  tissue  shall  be  stored  frozen  at  a 
temperature  of  minus  40  degrees  Celsius  or  lower  with  a  suitable  cryoprotoctant  in  labeled 
containers  until  released  for  use,  in  either: 

(1)  a  freezer  reserved  for  musculoskeletal  or  other  tissue  intended  for  transplantation,  equipped 
with  an  audible  alarm  to  detect  an  increase  in  temperatiire  to  atMve  minus  40  degrees  Celsius  and 
a  recording  thermometer  calibrated  at  least  four  (4)  times  a  year  against  an  NlST-certified 
thermometer,  or  a  thermonteter  that  has  been  tested  against  and  found  to  be  in  agreement  with  an 
NlST-certified  thermometer:  or 

(2)  a  liquid  nitrogen  tank  reserved  for  musculoskeletal  or  other  tissue  intended  for 
transplantation. 

(c)  Fraoze-dried  muaculoakeietal  tiaaua  must  be  processed  in  a  manner  that  meets  the  minimum 
standards  of  the  manufacturer  of  the  freeze-drier.  The  freeze-drier  ahal  be  equipped  with  a 
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twnp«ratur*  racording  device,  and  documentation  should  allow  tracing  of  each  tissue  product  to  a 
specific  batch.  Tissue  to  be  freeze-dried  shall  be  secondarily  sterilized  as  specified  in  section  52- 
5. 1(c)  of  thia  Part.  Sterility  testing  of  each  freeze-dried  tissue  unit  shall  be  performed  using  a 
properly  validated  method  of  100  percent  non-destructive  testing  or  another  method  approved  by 
the  medical  director  of  the  tissue  bank  in  consultation  with  the  medical  advisory  comminee  and 
approved  by  the  department.   Testing  for  residual  moisture  shall  be  performed  on  one 
representative  sample  from  each  freeze-dried  batch  for  each  type  of  musculoskeletal  tissue,  such 
as  cartilage,  ligament  and  bone.   Freeze-dried  tissue  shall  be  stored  at  room  temperature  or  lower. 

(d)  If  musculoskeletal  tissue  is  sterilized  by  ethylene  oxide,  testing  for  ethylene  oxide,  ethylene 
glycol  and  ethylene  chlcrhydrin  residue  must  be  performed  on  each  type  of  tissue  within  a  batch. 
Residue  amounts  shall  not  exceed: 

J 
Parts  per  Mllion 


Tissue 
Quantity 


Small  (<  10  g) 
Medium  (10-100  gl 
Large  OlOOg) 


Oxide 

250 

100 

25 


Eltiytene 
CMofhydrin 

Ethylene 
Gtycol 

250 

5,000 

100 

2,000 

25 

500 

(e)  Storage  equipment  ahaB  have  clearly  defined  and  Ubeled  areas  for  all  musculoskeletal  tissue 
stored,  and  unteatad  tisaue  ahafl  be  maintained  in  a  quarantine  area  segregated  from  tissue 
awaiting  distribution. 


(f)  Recording  thermometers  shal  be  viauaRy  monitored  daily  or  temperatures  shaa  be 
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continuously  monitored  m«chanic«lly,  and,  if  applicabia,  liquid  nitrogen  levels  shall  be  checked  at 
least  twice  a  week  for  fluctuations  potentially  affecting  the  quality  of  the  musculoskeleul  tissue. 
Storage  shall  be  at  a  temperature  of  minus  40  degrees  Celsius  or  lower.  Temperature  records  and, 
if  applicable,  liquid  nitrogen  level  records  shall  be  available  for  inspection  by  the  department  for  the 
entire  period  of  storage  and  for  one  (1)  year  afterwards. 

(g)   Musculoskeletal  tissue  from  two  (21  or  more  donors  shall  not  be  pooled. 

|h)  The  age  and  sex  of  the  donor,  and,  if  the  musculoskeletal  tissue  is  from  a  living  donor,  the 
patient's  orthopedic  diagnosis  shall  be  specified  on  the  tissue  container  label  or  in  accompanying 
paperwork  for  all  fresh  frozen  bone  allografts. 

52-S.9  Distribution  of  tissue  products,   (a)   Musculoskeletal  tissue  shall  not  be  made  available 
for  allogeneic  transplantation  unless  the  donor's  blood  reacts  negatively  to  approved  tests  for  HIV- 
1.  HIV-2,  HBsAg,  HCV,  syphilis  and,  unless  the  tissue  will  be  secondarily  sterilized,  HTLV-I,  and,  if 
the  tissue  is  from  a  living  donor,  normal  ALT  levels  are  determined.   Tissue  from  a  donor  testing 
positive  for  anti-HBc  may  be  made  available  for  allogeneic  transplantation  provided  the  tissue 
container  is  appropriately  ao  labeled  and  the  approval  of  ttte  medical  director  is  obtained. 

(b)   Freeze-dried  processed  musculoskeletal  tissue  distributed  by  a  processing  or  storage  facility 
shall  be  visually  inspected  for  cracks,  contamination,  or  extraneous  material  prior  to  release,  tf 
tissue  container  seals  are  broken  or  there  is  evidence  that  proper  temperature  has  not  been 
maintained,  tissue  shall  not  be  released  for  transplantation.   Container  vacuums  shall  be  determined 
to  be  satisfactory  by  testir>g  with  a  spark  generator. 

(c)  Musculoskaietal  tissue  shall  be  transported  by  the  tissue  bank  or  its  agents,  or  by  staff  or 
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ag«nts  of  ttM  tissue  transplantation  facinty.  A  signed  form  shall  b«  kept  on  file  at  the  tissue  bank 
documenting  the  identification  of  tissue  released,  including  the  names  of  both  the  person(s) 
releasing  the  tissue  and  the  person(s)  receiving  the  tissue. 

id)  Musculoskeletal  tissue  in  transit  from  a  tissue  processing  or  storage  facility  to  a  tissue 
transplantation  facility  shall  be  maintained  at  the  applicable  storage  temperature  specified  in  section 
S2-5.8.   Tissue  stored  at  a  tissue  transplantation  facility  shall  be  maintained  at  the  appropriate 
storage  temperature  until  immediately  prior  to  transplantation. 

(e)   Musculoskeletal  tissue  and  its  lat>eling  and  packaging  shall  be  visually  inspected  prior  to  its 
release  by  the  tissue  processing  facility.   The  tissue  shall  be  inspected  by  the  tissue  transplantation 
facility  immediately  upon  receipt  and  again  after  thawing.   If  the  physical  appearance  is  abnormal, 
or  there  is  indication  or  suspicion  of  overt  microbial  contamination,  the  tissue  shall  not  be  utilized 
for  transplantation.   In  the  case  of  frozen  tissue,  the  period  of  time  between  thawing  and  use  shall 
not  exceed  24  hours  if  tissue  is  refrigerated  at  between  one  (1)  and  ten  degrees  Celsius,  or  four  (4) 
hours  if  not  refrigerated. 

(f)  Musculoskeletal  tissue  shall  be  released  by  the  tissue  transplantation  facility  only  upon  a 
written  order  by  a  licensed  physician,  dentist  or  podiatrist.   Documentation  of  the  physician's  order 
shall  be  on  a  dedicated  tracking  record  or  on  the  recipient's  medical  record.  Release  of 
musculoskeletal  tissue  shall  be  recorded  on  a  disposition  log  and  shall  allow  accurate  tracking  of 
tissue  to  each  recipient. 

52-5.10  Required  records  of  tissue  acquisition,  testing,  processing  and  storage.  In  addition  to 
the  recordkeeping  reqwirements  of  Subpart  52-2,  each  musculoskeletal  tissue  bank  shaU  maintain 
tissue  records  which  include: 
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(a)  tparfc  tasting  for  vacuum  in  tha  casa  of  fraaza-driad  tissua;  and 

(b)  amount  of  athyiana  oxida,  athytana  elycol  and  athyiana  chlorhydrin  rasidua  for  aach  typa  of 
musculoskalatal  tissua  within  a  batch. 

52-5.11   Racords  to  ba  kapt  by  tha  tissua  transplantation  facl'rty.   Tha  director  of  aach  tissua 
transplantation  sarvica  shall  ba  rasponsibia  for  racords  kapt  by  tha  tissua  transplantation  facility.   In 
addition  to  tha  racords  spacifiad  in  Subpan  52-2,  tha  foltowing  racords  shall  ba  kept,  separata  from 
recipient  recorda,  by  tha  tissua  transplantation  facility: 

(a)  if  performed,  results  of  testing  for  baaerial  and  fungal  contamination  after  tissue  thawing 
and  prior  to  engraftmant: 

(b)  a  copy  of  the  order  for  releaaa  of  tha  musculoskeletal  tissue,  including  the  name  and 
signature  of  the  ordering  physician  or  the  person  autttorizad  by  law  to  order  auch  ralaaaa.  A  record 
in  tha  patient's  cttan  is  satisfactory  documentation  of  such  order  for  ralaata; 

(c)  a  diapcsition  log  aRowing  accurate  trackirtg  of  tissua  to  aach  rodpient  and 

(o)  records  of  apprapriata  storage  and  tamperatura  monitorino  of  muacutoakalatai  tissue. 

62-5.12  DiapoaMon  of  unuaad  tiaaua.  (a)  Al  muscuioskaletal  tissue  determined  a>  be 
unsuitable  for  tranaplantttion.  or  educational  or  raaearch  purpoaaa  ahai  ba  diacardad  pursuant  to 
Part  70  of  this  TMa.  Packaging  of  muacuioakeietal  tissua  for  destruction  ahal  ba  designed  to 
obacura  the  contents.* 


12 


327 


(b)  Musculosk*l«tal  tissu*  r«tum«d  by  th«  tissue  transplantation  facifity  for  possible  reissuance 
shall  meet  all  storage  and  transport  requirements  of  this  Pan.   The  musculoskeletal  tissue  bank 
shall  not  reissue  tissue  returned  by  the  tissue  transplantation  facility,  unless  written  criteria 
approved  by  the  tissue  bank  medical  director  are  met. 

52-5.13  Tissue  storage  faclities.    (a)  A  facility  which  stores  musculoskeletal  tissue  must  be 
licensed  by  the  department  as  a  tissue  storage  facility.   The  musculoskeletal  tissue  bank  shall  keep 
the  department  fully  informed  of  the  number  and  type  of  tissue  storage  facilities  operating  under  its 
direction. 

(b)  All  musculoskeletal  tissue  shall  be  stored  and  monitored  in  accordance  with  the  provisions  of 
sections  52-5.8,  and  52-5.9(b).  (c),  (d)  and  (e). 

(c)  Temperature  records  or  liquid  nitrogen  level  records  shall  be  available  for  inspection  by  the 
department  for  the  entire  period  of  musculoskeletal  tissue  storage  and  for  one  (1)  year  afterwards. 

(d)  Musculoskeletal  tissue  products  shall  be  distributed  in  accordarKe  with  the  requirements  of 
this  Part,  and  all  records  related  to  the  inspection,  distribution  and  transport  of  tissues  shall  be 
open  to  inspection  by  the  department  and  shall  be  kept  for  at  least  seven  (7)  years  or  six  (6) 
months  after  the  expiration  date  of  the  tissue,  whichever  is  the  longer  time. 
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SUBPART  52-6 
SKIN  BANKS 


SECTION 

52-6.1  Definitions 

S2-6.2  Construction 

52-6.3  Tissue  procurement  services 

52-6.4  Donor  qualifications 

52-6.5  Retrieval  of  tissue 

52-6.6  Tissue  processing  facilities 

52-6.7   Required  laboratory  tests 

on  donors  and  donated  tissue 


SECTION 

52-6.8    Processing  of  tissue 

52-6.9     Distribution  of  tissue  products 

52-6. 1 0  Required  records  of  tissue 
acquisition,  testing, 
processing  and  storage 

52-6.1 1  Records  to  be  kept  by  the  tissue 
transplantation  facility 

52-6. 1 2  Disposition  of  unused  tissue 

52-6. 1 3  Tissue  storage  facilities 


Section  52-6.1   Definitions.   For  the  purposes  of  this  Subpart,  unless  the  context  indicates 
otherwise,  the  following  terms  shall  have  the  following  nwanings: 

(a)  Skin  donor  means  a  human  being,  living  or  dead,  who  is  the  source  of  skin  tissue  for 
transplantation,  including  autogeneic  tissue. 


(b)  Secondary  sterilization  nwans  sterilization  of  skin  using  ethylene  oxide  gas,  gamma 
irradiation,  or  other  sterilization  method  approved  by  the  department  as  demonstrated  to  inactivate 
viruses  and  other  microorganisms,  based  upon  research  conducted  in  accordance  with  established 
scientific  methods. 
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(c)   Transptanttdon  meant  th«  grafting  of  skin  from  a  donor  to  a  recipient  including  the  grafting 
of  sicin  that  has  been  manipulated  and  Integrated  into  an  artificial  skin  substitute. 

S2-6.2  Construction.   Terms  not  defined  In  this  Subpart  are  defined  in  Subpart  52-1  of  this  Part. 
Skin  banks  shall  apply  for  licensure  and  otherwise  comply  with  Subpart  52-2,  and  shall  meet  all 
general  technical  standards  for  tissue  banks  specified  in  Subpart  52-3. 

52-6.3  Tissue  procurement  services,   (a)  A  facility  that  engages  in  donor  selection  and 
solicitation,  and  retrieval  of  skin  shall  be  licensed  by  the  department  as  a  comprehensive  tissue 
procurement  service. 

(b)  A  facility  whose  tissue  acquisition  activities  are  limited  to  donor  selection  and  solicitation  by 
iu  own  staff  shall  be  licensed  by  the  department  as  a  limited  tissue  procurement  service. 

(c)  Comprehensive  tissue  procurement  services  retrieving  skin  from  cadaveric  donors  shall 
maintain  wrinen  standard  operating  procedures  that  assure  that  the  retrieval  environment, 
including,  but  not  limited  to  walls,  floors  and  permanent  equipment  is  suitable  for  aseptic  retrieval 
and  adequate  to  prepare  an  aseptic  fiekl.  A  working  sink  shall  be  available. 

(d)  Skin  retrieval  shall  be  perfomted  only  by  trained  retrieval  technicians  under  the  supervision 
of  the  director  of  a  licensed  comprehensive  tissue  procurement  service.  The  director  of  the 
licensed  comprehensive  tissue  procurement  service  shall  be  responsible  for  developing  policies, 
procedures  and  standards  for  the  educational  background,  training,  certification  and  continuing 
education  of  retrieval  tectuticians.   Documentation  of  compliarKe  with  this  requirement  and  the 
standards  developed  shall  be  maintained. 
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52-6.4  Donor  qualifications,    (a)  In  addition  to  all  the  requirements  of  this  Subpart,  limited 
tissue  procurement  services  and  comprehensive  tissue  procurement  services  shall  comply  with  the 
donor  qualificatian  requirements  in  Subpart  52-3. 

(b)  Unless  specifically  authorized  by  the  tissue  bank  medical  director,  sldn  shall  not  be  released 
for  allogeneic  transplant  from  donors  with  any  of  the  following  conditions: 

(1)  a  disease  of  unlcnown  etiology; 

(2)  malaria  witNn  the  last  three  (3)  years  or  travel  to  a  malarially  ertdemic  area  within  the  last  six 
(6)  months:  or 

(31  drowning  as  a  terminal  event. 

(c)  Social  history  as  recorded  in  the  medical  chart  of  the  donor  or  as  provided  by  a  friend  or 
family  member  shall  be  considered  in  the  donor  selection  process. 

(d)  The  tissue  bank  medical  director  shall  be  responsible  for  determining  that  the  donor  and  the 
donated  skin  »n  acceptable  based  on  medical  history  information  and  established  donor  selection 
criteria  as  specified  in  this  Part  and  a  physical  examination. 

(e)  A  written  poicy  shall  specify  the  range  of  acceptable  donor  age  and  weight  limiu  for  skin 
donation.  This  policy  shaH  be  determined  by  the  tissue  bank  director  in  cdnsultation  with  the 
medical  director  and  medical  advisory  committee  of  the  tissue  procurement  service. 

(f)  Written  criteria  for  acceptance  of  donors  of  autogeneic  tissue  shaH  be  specified  by  the 

3 


331 


transplantation  mtvic*  director  of  the  tissue  transplantation  faciPity,  unless  such  criteria  have  been 
specified  already  by  the  medical  director  of  a  comprehensive  tissue  procurement  service. 

52-6.5  Retrieval  of  tissue,  (a)  Skin  shall  be  retrieved  using  aseptic  technique  in  an  operating 
room  or  other  aseptic  premises  approved  by  the  tissue  bank  medical  director.   In  all  cases,  a 
vigorous  surgical  scrub  and  disinfectant  solution  non-toxic  to  epithelial  cells  shall  be  used  in 
preparing  the  donation  site  for  skin  retrieval  in  accordance  with  standard  operating  room  practice. 

(b)  Retrieval  of  skin  from  cadaveric  donors  shall  occur  within  24  hours  post  mortem  if  the  body 
has  been  refrigerated  within  six  (6)  hours  after  death,  or  within  1 2  hours  post  moaem  if  the  body 
has  not  been  refrigerated. 

(c)  If  an  ante  mortem  blood  sample  is  not  available  from  a  cadaveric  donor,  a  post  monem 
sample  of  sufficient  quantity  to  perform  required  testing  shall  be  drawn  via  a  cardiac  insertion  or 
from  a  large  vein  or  artery. 

(d)  Skin  specimen  contairwrs  and  packaging  materials  shall  be  sterile  and  non-toxic. 

(a)  Each  skin  and  blood  specimen  contairter  shall  be  labeled  legibly  prior  to  retrieval  with  the 
tissue  bank  identification,  and  donor  kJentification  code  or  unique  tissue  identification  number.  The 
date,  time  and  anatontic  site  of  retrieval  shall  be  recorded  on  accompanying  documents. 

(f)  Fresh-cut  skin  shall  be  maintained  in  a  sterile,  isotonic  solution  or  other  nutrient  ntedium 
during  the  skin  removal  procedure,  and  transported  to  the  tissue  processing  facility  at  the 
completion  of  the  procedure. 
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(g)  Skin  samples  fof  testing  for  microbial  contamination  shall  be  recovered  from  each  anatomical 
site  and  placed  In  a  separate,  appropriately  labeled  container. 

(h)  Skin  and  blood  specimen  containers  shall  be  labeled  so  as  to  maintain  identification 
throughout  all  phases  of  processing,  storage  and  distribution,  in  a  manner  not  subject  to  significant 
deterioration  under  conditions  of  transport  and  storage. 

52-«.6  Tissue  processing  faclities.   A  facility  which  processes  skin  shall  be  licensed  by  the 
department  as  a  tissue  processing  facility.   Such  facilities  shall  make  available  to  the  department  a 
statement  of  the  procedures  used  in  the  preparation,  testing  and  storage  of  the  tissue  or  tissues 
distiibuted,  or  offered  for  use.  The  premises,  equipment,  procedures,  records,  circulars  of 
instruction  and  tissues  shall  be  available  for  inspection  and/or  testing  by  the  department  as 
required.   Copies  of  all  brochures  and  other  informational  materials  and  insttwtions,  including 
descriptions  of  mettiods  of  tissue  handling,  shall  be  available  to  tiie  department.   Each  container  of 
tissue  shall  be  cleariy  labeled  with  donor  identification  code  or  unique  tissue  identification  number, 
unit  size  and  expiration  date,  if  applicable. 

52-6.7  Required  laboratory  tests  on  donors  and  donated  tissue.   AU  required  clinical  laboratory 
testing  shall  be  performed  by  a  laboratory  operating  under  a  permit  issued  by  tiw  department.   For 
out-of-state  skin  procuremenu,  aU  required  clinical  laboratory  testing  shall  be  performed  by  a 
laboratory  which  is  approved  by  that  state's  regulatory  authority  or  by  the  department. 

(a)   Blood  samples  from  all  allogeneic  skin  donors  shall  be  tested  for  evidence  of  infection  with 
human  immunodeficiency  virus  type  1  (HIV-11,  human  immunodeficiency  virus  type  2  (HIV-2). 
hepatitis  B  virus  (HBV),  hepatitis  C  virus  (HCV),  syphilis  and,  unless  the  tissue  vwll  be  secondarily 
sterilized,  human  T-lymphotropic  virus  type  I  (HTLV-II,  and  found  negative  for  purposes  of  donor 
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Mlaction.   Tasting  for  HBV  shall  induda  testing  for  hepatitis  B  surface  antigen  (HBsAg)  and 
antibody  to  hepatitis  9  core  antigen  (anti-HBcl. 

(b)   Microbial  contamination  testing  of  skin  from  each  anatomical  site  shall  be  performed  for 
aerobic  and  anaerobic  bacteria  using  standard  laboratory  procedures.   When  fresh  skin  is 
transplanted,  the  results  of  cultures  shall  be  made  available  to  the  transplantation  surgeon  on  a 
daily  basis  until  the  final  reading  has  been  completed. 

52-6.8  Processing  of  tissue,   (a)   Fresh  skin  shall  be  stored  in  a  sealed  container  with  isotonic 
solution  or  nutrient  medium  demonstrated  to  maximize  tissue  viability,  at  a  temperature  between 
zero  and  ten  degrees  Celsius  for  a  period  not  to  exceed  seven  (7)  days  from  retrieval.   Storage  shall 
take  place  in  a  refrigerator  reserved  for  skin  or  other  tissue  intended  for  transplantation,  equipped 
with  a  recording  thermometer  calibrated  at  least  four  (4)  times  a  year  against  a  National  Institute  of 
Standards  and  Technology  (NIST)-certified  thermometer,  or  a  thermometer  that  has  been  tested 
against,  and  found  to  be  in  agreement  with,  an  NIST-certified  thermometer.   The  temperature  shall 
be  visually  monitored  daily  unless  the  refrigerator  is  equipped  with  a  calibrated  mechanical 
temperature  monitor  and  alarm  system  to  detect  an  increase  in  temperature  to  above  ten  degrees 
Celsius. 

(b)  if  perfomned,  skin  processing  for  cryopreservation  must  occur  under  aseptic  conditions  within 
three  (3)  days  of  retrieval.   Until  processing,  skin  shall  be  stored  at  between  zero  and  ten  degrees 
Celsius.   Once  processed,  skin  shall  be  stored  frozen  at  a  temperature  of  minus  70  degrees  Celsius 
or  lower  with  a  suitable  cryoprotectant  in  labeled  containers  until  released  for  use,  in  either: 

(1)  a  freezer  reserved  for  skin  or  other  tissue  intended  for  transplantation,  equipped  with  an 
audible  alarm  to  detect  an  increase  in  temperature  to  above  minus  70  degrees  Celsius  and  a 
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recording  thermometer  calibrated  at  least  four  (4)  times  a  year  against  an  NIST-certified 
thermometer,  or  a  thermometer  that  has  been  tested  against  and  found  to  be  in  agreement  with  an 
NIST-cenified  thermometer;  or 

(2)  a  liquid  nitrogen  tank  reserved  for  skin  or  other  tissue  intended  for  transplantation. 

(c)  If  performed,  skin  processing  for  freeze-drying  must  take  place  within  seven  (7)  days  of 
tissue  procurement  and  in  a  manner  that  meets  the  minimum  standards  of  the  manufacturer  of  the 
freeze-drier.    Freeze-drled  skin  must  be  secondarily  sterilized  as  specified  in  section  52-6.1  of  this 
Part.   If  sterilized  by  ethylene  oxide,  testing  for  ethylene  oxide,  ethylene  glycol  and  ethylene 
chlorhydrin  residue  shall  be  performed  on  each  batch  of  skin  sterilized.   Freeze-dried  skin  shall  be 
stored  at  between  one  (1)  and  30  degrees  Celsius. 

(d)  Storage  devices  shall  have  clearly  defined  and  labeled  areas  for  all  skin  stored,  and  untested 
tissue  shall  be  maintained  in  a  quarantine  area  segregated  from  tissue  awaiting  distribution. 

(e)  Recording  thermometers  shall  be  visually  monitored  daily  or  temperatures  shall  be 
continuously  monitored  mechanicalty,  and,  if  applicable,  liquid  nitrogen  levels  shall  be  checked  at 
least  twice  a  week  for  fluctuatioru  potentially  affecting  the  quality  of  the  skin.   Storage  shall  be  at 
a  temperature  of  minus  70  degrees  Celsius  or  lower.  Temperature  records  and,  if  applicable,  liquid 
nitrogen  level  records  shall  be  available  for  inspection  by  th%  department  for  the  entire  period  of 
storage  and  for  one  (1)  year  afterwards. 

(f)  Skin  from  two  (2)  or  more  donors  shall  not  be  pooled. 

52-6.9  Distribulion  of  tissue  products,  (a)  Skin  shall  not  be  made  available  for  allogeneic 
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transplantation  unless  the  donor's  blood  reacts  negatively  to  approved  tests  for  HIV-1,  HIV-2, 
HBsAg,  HCV,  syphilis  and,  unless  the  tissue  is  to  be  secondarily  sterilized,  HTLV-I.  Tissue  from  a 
donor  testing  positive  for  anti-HBc  may  be  made  available  for  allogeneic  transplantation  provided 
the  tissue  container  is  appropriately  so  labeled  and  the  approval  of  the  medical  director  is  obtained. 

(b)  Skin  shall  be  transponed  by  the  tissue  bank  or  its  agents,  or  by  staff  or  agents  of  the  tissue 
transplantation  facility.   A  signed  form  shall  be  kept  on  file  at  the  skin  bank  documenting  the 
identification  of  tissue  released,  including  the  names  of  both  the  person(s)  releasing  the  tissue  and 
the  personlsl  receiving  the  tissue. 

(c)  Skin  in  transit  from  a  tissue  processing  or  storage  facility  to  a  tissue  transplantation  facility 
shall  be  maintained  at  the  applicable  storage  temperature  specified  in  section  52-6.8.   Tissue  stored 
at  a  tissue  transplantation  facility  shall  be  maintained  at  the  appropriate  storage  temperature  until 
immediately  prior  to  transplantation. 

(d)  Skin  and  iu  labeling  and  packaging  shall  be  visually  inspeaed  prior  to  its  release  by  the 
tissue  processing  facility.   The  tissue  shall  be  inspected  by  the  tissue  transplantation  facility 
immediately  upon  receipt  artd  again  after  thawing.   If  the  physical  appearance  is  abnormal,  or  there 
is  indication  or  suspicion  of  overt  microbial  contamination,  the  skin  shall  not  be  utilized  for 
transplantation. 

(e)  Skin  shall  be  released  by  the  tissue  transplantation  facility  only  upon  a  written  order  by  a 
licensed  physician.   Documentation  of  the  physician's  order  shall  be  on  a  dedicated  tracking  record 
or  on  the  recipient's  medical  record.   Release  of  skin  shall  be  recorded  on  a  disposition  log  and  shall 
allow  accurate  tracking  of  tissue  to  each  recipient. 
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52-6.10  Required  records  of  tissue  acquisition,  testing,  processing  and  storage.   Each  slun  banic 
shall  maintain  donation  records  as  required  by  Subpart  52-2. 

52-6.1 1   Records  to  be  kept  by  the  tissue  transplantation  facOity.   The  director  of  each  tissue 
transplantation  service  shall  be  responsible  for  records  kept  by  the  tissue  transplantation  facility.   In 
addition  to  the  records  specified  in  Subpart  52-2,  the  following  records  shall  be  kept,  separate  from 
recipient  records,  by  the  tissue  transplanution  facility: 

(a)  a  copy  of  the  order  for  release  of  the  skin,  including  the  name  and  signature  of  the  ordering 
physician  or  the  person  authorized  by  law  to  order  such  release.   A  record  in  the  patient's  chart 
shall  be  satisfactory  documentation  of  such  order  for  release; 

(b)  a  disposition  log  allowing  accurate  tracking  of  tissue  to  eech  recipient;  and 

(c)  records  of  appropriate  storage  and  temperature  monitoring  of  skin. 

52-6.12  Disposition  of  unused  tissue,  (a)  Skin  that  is  not  used  by  the  tissue  transplantation 
facility  immediately  after  thawing  may  be  refrigerated  at  between  zero  and  ten  degrees  Celsius  in 
isotonic  or  nutrient  medium  demonstrated  to  maximize  tissue  viabiUty  for  a  period  of  up  to  seven 
(7)  days.  Such  skin  may  be  issued  for  transplantation  to  the  same  patient  to  v^rhom  the  skin  was 
originally  assigned  but  shall  not  be  refrozen.  Thawed  skin  that  is  not  used  within  seven  (7)  days 
shall  be  discarded,  or  used  for  education  or  research  purposes. 

lb)   Skin  determined  to  be  unsuitable  for  transplantation,  or  educational  or  research  purposes 
Shan  be  discarded  pursuant  to  Part  70  of  this  Titie.   Packaging  of  skin  for  destruction  shall  be 
designed  to  obscure  the  contents. 


337 


(c)  Skin  rvtumaid  by  th«  tissue  transplantation  facility  for  possible  reissuance  shall  meet  all 
storage  and  transport  requirements  of  this  Part.  The  skin  bank  shall  not  reissue  tissue  returned  by 
the  tissue  transplantation  fadlity,  unless  written  criteria  approved  by  the  tissue  bank  medical 
director  are  met. 

52-6. 1 3  Tissue  storage  f aclHies.   (a)  A  facility  which  stores  skin  shall  be  licensed  by  the 
department  as  a  tissue  storage  facility.   The  skin  bank  shall  keep  the  department  fully  informed  of 
the  number  and  type  of  tissue  storage  facilities  operating  under  its  direction. 

(b)  All  skin  shall  be  stored  and  monitored  in  accordance  with  the  provisions  of  sections  52-6.8, 
and  52-6.9(b),  (c)  and  (d). 

(c)  Temperature  records  or  liquid  nitrogen  level  records  shall  be  available  for  inspection  by  the 
department  for  the  entire  period  of  skin  storage  and  for  one  (1)  year  afterwards. 

(d)  Skin  products  shall  be  distributed  in  accordance  with  the  requirements  of  this  Part  and  all 
records  related  to  the  inspection,  distribution  and  transport  of  skin  shall  be  open  to  inspection  by 
the  department,  and  shall  be  kept  for  at  least  seven  (7)  years  or  six  (6)  months  after  the  expiration 
date  of  the  tissue,  whichever  is  the  longer  time. 
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Section  53-7.1  Definitions.   For  the  purposes  of  this  Subpart,  unless  thai 
context  indicates  otherwise,  the  following  terms  shall  have  the  following 
meanings t 

(a)  Eym  donor   means  a  human  being,  living  or  dead,  who  is  the  source  of  eye 
tissue  intended  for  transplantation. 

(b)  fnucieation  means  the  removal  of  the  whole  aye  globe. 

(c)  ExciMion   means  the  in  situ  or  laboratory  removal  of  the  cornea  or  corneal* 
scleral  rim. 


53-7.2  Constmetion.   Terms  not  dsfined  in  this  Subpart  are  defined  in  Subpart 
53-1  of  this  Part.  Rye  banks  shall  apply  for  licensure  and  otherwise  comply  with 
Subpart  52-2,  and  shall  meet  all  general  technical  standards  for  tissue  banks 
specified  in  Subpart  52-3. 


339 


S3-7.3  Slasva  preenraaaat  sarTleas.   (a)  A  facility  that  angagaa  in  donor 
■alactloo  and  aollcltatlon,  and  ratrlaval  of  my   tlasua  ahall  torn   ilcanaad  by  th« 
dapartaant  aa  a  eoivrabanalva  tlaaua  procuranwnt  aarvlca. 

(b)  A  facility  whoaa  tlaaua  acqulaltlon  actlvltlaa  ara  llaitad  to  donor 
aalactlon  and  aollcltatlon  by  Ita  own  ataff  ahall  b«  llcanaad  by  tha  dapartmant 
aa  a  llaitad  tlaaua  procuranant  aarvlca. 

(c)  Coarprahanalva  tlaaua  procuranant  aarvlcaa  ratrlavlng  aya  tlaaua 
aaaptlcally  froa  cadavarlc  donora  ahall  aalntaln  tfrlttan  atandard  oparatlng 
procaduraa  that  aaaura  that  tha  ratrlaval  anvlronmant ,  Including,  but  not  llatltad 
to  walla,  floora  and  paraanant  aqulpaant,  la  aultabla  for  anuclaatlon  or  axclalon 
and  adaquata  to  prapara  a  claan  aurglcal  flald.   A  working  alnk  ahall  b* 
avallabla. 

(d)  lya  tlaaua  ratrlaval  ahall  ba  parforaad  only  by  tralnad  ratrlaval 
tachnlclana  undar  tha  auparvlalon  of  tha  dlractor  of  a  llcanaad  aya  bank.   Tha 
dlracter  of  tha  llcanaad  aya  bank  ahall  ba  raaponalbla  for  davaloplng  policlaa, 
procaduraa  and  atandarda  for  tha  aducatlonal  background,  training,  cartlflcatlon 
and  continuing  aducatlon  of  ratrlaval  tachnlclana.   Docuaantatloo  of  coapllanca 
with  thla  raqulraaant  and  tha  atandarda  davalopad  ahall  ba  aalntalnad. 

sa-7.«  Deaor  qoalif ieatioaa .  (a)  In  addition  to  all  tha  raqulraaanta  of  thla 
Subpart,  llaitad  tlaaua  procuraaant  aarvlcaa  and  coaprahanaiva  tlaaua  procuraaant 
aarvlcaa  ahall  eoaply  with  tba  doaor  qualification  raquiraaanta  in  Subpart  S2-3. 

(b)  Onlaaa  apaeifieally  author isad  by  tha  tlaaua  bank  aadical  dlractor,  aya 
tlaaua  ahall  net  ba  ralaaaad  for  tranaplant  froa  donora  with  any  of  tha  following 
conditlona  or  factovat 

(1)  avidaBea  of  diaaaalnatad  aalignaat  diaaaaa,  aach  ••  l|aphoai  or  laukaadai 
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(2)  aallQiiant  dlaaasa  of  the  ay*; 

(3)  aetlv*  Iwpatltla  B  or  C,  or  h«p«titia  of  unknovm  •tlologyi 

(4)  untraatad  ■yphilia; 

(5)  any  dlaaaaa  of  unknown  atiology; 

(6)  conganltal  ruballa; 

(7)  aubaeuta  aclaroaing  panancaphalltlai 

(8)  Raya'a  ayndrona;  or 

(9)   bactarlal  or  fungal  andocarditla. 

(c)  Tha  tiaaua  bank  madieal  dlractor  ahall  ba  raaponaibia  for  dataraining  that 
donora  and  donatad  aya  tiaaua  ara  accaptabla  baaad  on  oiadlcal  hlatory 
Infomatlon,  tha  tiaaua  bank' a  aatabllahad  donor  aalactlon  crltarla  and  tha 
factora  apaelflad  In  thla  Part. 

(d)  A  wrlttan  policy  ahall  apaclfy  tha  ranga  of  accaptabla  donor  aga  llalta 
for  aya  donation.  Thla  policy  ahall  ba  dataminad  by  tha  tiaaua  bank  nadlcal 
dlractor  In  conaultatlon  with  tha  madlcal  advtaory  coomlttaa  of  tha  tiaaua 
procuramant  aarrlea. 

(a)  Onlaaa  Intandad  for  laaallar  grafta  or  aplkaratoplaaty,  aya  tiaaua  ahall 
not  ba  ralaaaad  fro«  donora  with  prior  Intraocular  or  antarlor  aagaant  aurgary 
affecting  tha  cornaal  andothallua  or  from  donora  with  Intrlnalc  aya  dlaaaaa 
affactlng  tha  cornaal  andothallum. 
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S2-7.S  Bstrisral  of  «!■■«•.   (a)  Prior  to  •nucloatioa,  oyos  shall  bo 
maintalnod  In  accordanco  with  procoduroa  approved  by  tha  tiaauo  bank  madical 
diractor.  By«M  ahall  bo  kopt  aoiat  during  tbo  intarval  batwaan  caaaation  of 
circulatory  function  and  anuclaation. 

(b)  Snuclaation  and  corneal  excision  ahall  be  perfomed  in  a  clean  aurgical 
field  uaing  atandard  operating  rooa  technique. 

(e)  Bnucleation  and/or  corneal  exciaioa  ahall  occur  within  12  houra  after 
ceaaation  of  circulatory  function  unlaaa  otherwise  apecifically  authorized  by  tha 
tisaue  bank  medical  director. 

(d)  Byea  ahall  be  atored  and  tranaportad  to  tha  tiaaue  proceaaing  facility  at 
a  temperature  betvMen  t%#o  (2)  and  aix  (6)  dagreea  Celaiua. 

(a)  If  an  ante  mortem  blood  aample  ia  not  available  from  a  cadaveric  donor,  a 
post  mortem  sample  of  aufficient  quantity  to  perform  required  laboratory  tasting 
shall  be  drawn  via  a  cardiac  inaartion  or  from  a  large  vein  or  artery. 

(f)  Tiasue  specimen  containara  and  atorage  aolutiona  ahall  be  aterile  and  non- 
toxic. 

(g)  Bach  tiaaue  and  blood  apeciaen  container  ahall  bo  labeled  legibly  at  tha 
time  of  retrieval  with  the  tiaaue  bank  identification,  and  donor  identification 
code  or  unique  tiaaue  identification  number.   The  date,  time  and  anatomic  aite  of 
retrieval  ahall  be  recorded  on  accompanying  documanta. 

(h)  Tissue  and  blood  specimen  containara  ahall  be  labeled  ao  aa  to  maintain 
tiaaue  identification  throughout  all  phaaea  of  proceaaing,  atorage  and 
diatribution,  in  a  manner  not  aubject  to  aignificant  deterioration  under 
conditiona  of  tranaport  and  storage. 
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S3-7.C  9i.mmam   pzocMslag  faeilitias.   A  f*cillty  which  proc«a*«a  "y*  tl»«u« 
■hall  b«  lle«n««d  by  th«  d*parta«nt  ■■  a  tiaaua  procaaatng  facility.   Such 
facilitisa  ahall  mak«  availabla  to  th«  dapartnant  a  statanant  of  tha  procaduraa 
uaad  in  tha  praparation,  taating  and  praaarvation  of  tha  tiaaua  or  tiaauaa 
diatributad,  or  offarad  for  uaa.   Tha  pramiaaa,  aquipmant,  procaduraa,  racorda, 
brochuraa  and  othar  inforaiational  natariala,  inatructiona,  manufacturad  madia  and 
tiaauaa  shall  ba  availabla  for  inapaction  and/or  taatin^  by  tha  dapartaant  aa 
raquirad.   Copiaa  of  all  9anaral  circulara  of  information  and  inatructiona, 
including  daacriptiona  of  mathoda  of  tiaaua  handling,  ahall  ba  availabla  to  tha 
dapartaant.  Each  containar  of  tiaaua  ahall  ba  claarly  labalad  with  donor 
idantification  coda  or  uniqua  tiaaua  idantification  nuabar  and  collaction  data. 

S3-7.7  Kaqnirad  laboratory  taata  oa  doaora  and  doaatad  tiaaua.   All  raquirad 
clinical  laboratory  tasting  ahall  ba  parfonnad  by  a  laboratory  oparating  undar  • 
parmit  laauad  by  tha  dapartaiant.  For  out-of-atata  tiaaua  procuraaanta,  all 
raquirad  clinical  laboratory  taating  ahall  ba  parfonaad  by  a  laboratory  which  ia 
approvad  by  that  atata'a  ragulatory  authority  or  by  tha  dapartaant. 

(a)  Blood  aaaplaa  froa  all  aya  donora  ahall  ba  taatad  for  avidanca  of 
infaetion  with  huaan  ianunodaf ieiancy  virua  typa  1  (HIV-1),  huaan 
innunodaficiancy  virua  typa  2  (HIV-2),  hapatitia  B  virua  (HBV)  and  hapatitia  C 
virua  (HCV),  and  found  nagativa  for  purpoaaa  of  donor  aalaction.  A  taat  for 
■yphilia  shall  alao  ba  parfonaad. 

(b)  All  tiaaua  froa  living  donora,  axcapt  comaal  tiaaua,  ahall  ba  quarantinad 
for  Blx  (6)  aontha.  Aftar  such  tlaa  and  prior  to  tha  ralaaaa  of  tha  tiaaua  for 
tranaplantation,  tha  donor  ahall  ba  rataatad  for  avidanca  of  HBV,  HCV,  HIV-1  and 
BIV-2  infaetion. 

52-7. •  Procaaalag  of  tiaaua.   (a)  Until  precaaaing,  ayaa  ahall  ba  atorad  at  a 
taaparatura  bat%«aan  t%«o  (2)  and  six  (6)  dagraaa  Calaiua. 
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(b)  The  com««l-scl*ral  ■•giB*nt  shall  b«  •xanincd  grossly  for  clarity, 
•pithallal  defects,  forsign  objects,  contaoiination  and  scleral  color  for  evidence 
of  jaundice. 

(c)  Slit-lamp  examination  of  whole  eyes  or  the  corneal-scleral  rim  of  excised 
tissue  shall  be  performed  to  detect  epithelial  and  stromal  pathology,  including 
edema,  cell  density,  opacities,  scars  and  guttata.   A  system,  as  determined  by 
the  tissue  bank  medical  director,  shall  be  in  place  to  categorize  tissue  adequacy 
for  surgery. 

(d)  Byes  and  eye  tissue  shall  be  preserved  using  aseptic  technique,  ini 

(1)  a  moist  chamber  kept  at  a  temperature  between  t%ro  (2)  and  six  (6)  degrees 
Celsius; 

(2)  a  short-term  preservation  medium  stored  and  used  in  accordance  with  the 
manufacturer's  instructions  and/or  with  %»itten  procedures  approved  by  the  tissue 
bank  director; 

(3)  a  long-term  culture  medium  used  in  accordance  with  written  procedures 
approved  by  the  tissue  bank  director; 

(4)  a  froxen  or  dehydrated  state,  if  corneal  tissue  is  used  for 
epikeratopl asty ; 

(5)  the  fros«n  state,  as  scleral  grafts  immersed  in  antibiotic  solution;  or 

(6)  any  other  method  in  accordance  with  tfritten  procedures  approved  by  the 
tissue  bank  medical  director  and  currently  accepted  by  leading  authorities  in  eye 
transplant  medicine. 
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(•)  Thawad  tlsaua  that  haa  baan  rafrosan  ahall  not  ba  laauad  for 
tranaplantatlon. 

(f)  Tha  duration  of  atoraga  for  aach  praaarvation  nathod  abova  ahall  ba 
claarly  apaclflad  In  wrlttan  procaduraa  approvad  by  tha  tlaaua  bank  madlcal 
dlraetor. 

(g)  Tlaaua  ahall  ba  malntalnad  aaaptlcally  at  a  tanparatura  approprlata  to  tha 
mathod  of  praaarvation  utlllzad.  Tha  tlaaua  bank  dlraetor  ahall  datarmlna  tha 
approprlata  tanparatura  baaad  upon  tha  mathod  of  praaarvation  utlllzad, 
manufacturara'  Inatructlona,  atandarda  aat  forth  In  thla  Part  and  currant 
aclantlflc  lltaratura.   Tha  rafrlgaratlon  davlca  uaad  for  atoraga  ahall  ba 
raaarvad  for  aya  and  othar  tlaaua  and  ralatad  auppllaa,  with  claarly  daflnad  and 
labalad  araaa  for  all  tlaauaa  atorad.  Quarantlnad  tlaaua  awaiting  taat  raaulta 
ahall  ba  aagragatad  froa  tlaaua  raady  for  dlatrlbutlon.   Onlaaa  an  altarnatlva 
machanlaa  la  In  placa  for  lanadlata  notification  and  action  to  ba  takan  In  tha 
avant  of  a  powar  fallura,  tha  rafrlgaratlon  davlca  ahall  ba  aqulppad  with  an 
audlbla  alarm  to  datact  tamparatura  davlatlona  abova  and  balow  tha  aatabllahad 
llmlta  of  atoraga,  and  a  racordlng  tharmonatar  callbratad  at  laaat  four  (4)  tlmaa 
a  yaar  agalnat  a  National  Znatltuta  of  Standarda  and  Tachnology  (NIST)-cartlflad 
tharmonatar,  or  a  tharmonatar  that  haa  baan  taatad  agalnat,  and  found  to  ba  In 
agraanant  with,  an  NZST-cartlflad  tharmonatar. 

(h)  Racordlng  thamoeMtara  ahall  ba  vlaually  nonltorad  dally  or  tanparaturaa 
ahall  ba  contlnuoualy  nonltorad  machanlcally  for  fluctuatlona  potantlally 
affactlng  tha  quality  of  tha  tlaaua.  Tanparatura  racorda  ahall  ba  avallabla  for   | 
Inapactlon  by  tha  dapartatant  for  tha  antlra  parlod  of  atoraga  and  for  ona  (1) 
yaar  aftarwarda. 

(1)   If  whola  aya  la  atorad  In  a  molat  chambar,  axclaion  ahall  occur  within 
ttMlva  (12)  houra,  and  tlaaua  ahall  ba  tranaplantad  within  a  tlna  parlod 
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•vtabllslwd  In  written  policy  by  tb*  tlssu*  bank  aadical  director  and  th*  owdicAl 
adviaory  i  [■■nitt— . 

53-7.9  Oiatribntioa  of  tiaana  prodncta.   (a)  Tiaaua  ahall  not  ba  mada 
available  for  tranaplantation  unlaaa  tha  donor 'a  blood  raacta  nagativaly  to 
approved  teata  for  HZV-1,  HZV-2,  HBV  and  HCV. 

(b)  The  eye  bank  ahall  diatribute  tiaaua  for  tranaplantation  only  to  another 
eye  bank  or  to  a  licenaed  tiaaue  tranaplantation  facility  in  poaaeaaion  of  a 
written  order  by  a  licenaed  phyaician. 

(c)  Tiaaue  ahall  be  tranaported  by  the  eye  bank  or  ita  afenta,  or  by  ataff  or 
aganta  of  the  tiaaue  tranaplantation  facility.   A  aigned  fona  ahall  be  kept  on 
file  at  the  eye  bank  documenting  the  identification  of  tiaaue  releaaed,  including 
the  nanea  of  both  the  peraon(a)  raleaaing  the  tiaaue  and  the  per8on(8)  receiving 
the  tiaaue. 

(d)  Tiaaue  in  tranait  froa  a  tiaaue  processing  or  storage  facility  to  a  tissue 
transplantation  facility  shall  be  maintained  at  tha  appropriate  storage 
temperature  specified  in  aaction  52-7.8.   Tiaaua  stored  at  a  transplantation 
facility  ahall  be  CMintained  at  the  appropriate  storage  temperature  until 
ionediately  prior  to  tranaplantation. 

(a)  Tiaaue  ahall  be  viaually  inapected  prior  to  uae  by  the  tranaplant  aurgeon 
who  ahall  determine  the  auitability  of  the  tiaaue  for  tranaplantation. 

(f)  Tiaaue  ahall  ba  releaaed  by  the  tiaaua  transplantation  facility  only  upon 
a  %n:ittan  order  by  a  licenaed  phyaician.   Documentation  of  the  phyaician' a  order 
ahall  be  on  a  dedicated  tracking  record  or  on  the  recipient 'a  medical  record. 
Documentation  ahall  allow  accurate  tracking  of  tiaaue  to  each  recipient. 


Sa-7.10  Bsqairad  rMwrds  o<  ti««u«  •equl«ition,  taatiag,  preeasslag  aad 

•torag*.   In  addition  to  tho  rocordkaaping  raquiramanta  of  Subpart  52-2,  aach  aya 
bank  muat  Baint«in  tiaaua  racorda  which  includat 

(a)  documantation  of  groas  oya  tiaaua  avaluation)  and 

(b)  documantation  of  alit-laap  axamination. 

52-7.11  Laboratory  taata  to  ba  parforaad  prior  to  tiaaua  tranaplaatation .  Tha 
tiaaua  tranaplantation  aarviea  ahall  eultura  tha  comaal-aclaral  rim  at  tha  tiaa 
of  tiaaua  tranaplantation  for  aarobic  and  anaarobic  bactarial  contamination. 

53-7.13  »aeorda  to  ba  kapt  by  tha  tiaaua  tranaplaatation  facility.   Tha 
diractor  of  aach  tiaaua  tranaplantation  aarvico  ahall  ba  raaponeibla  for  rocorda 
kapt  by  tha  tiaaua  tranaplantation  facility.   In  addition  to  tha  racorda 
apacifiad  in  Subpart  52-2,  tha  following  racorda  ahall  ba  kapt,  aaparata  from 
rocipiant  racorda,  by  tha  tiaaua  tranaplantation  facilityi 

(a)  raaulta  of  bactarial  cultural 

(b)  racorda  of  appropriata  atoraga  and  tamparatura  monitoring  of  aya  tiaaua; 

(c)  a  copy  of  tha  ordar  for  ralaaaa  of  tha  tiaaua  or  documantation  of  auch 
ordar  on  tha  patianfa  ch*rt,  including  tha  nama  and  aignatura  of  tha  ordaring 
phyaician  or  tha  paraon  authoriaad  by  law  to  ordar  auch  ralaaaa;  and 

(d)  a  dadicatad  raeord  allowing  accurata  tracking  of  tiaaua  to  aach  racipiant. 

53-7.13  Diapeait^pa  of  aauaad  tiaaua.   (a)   All  tiaaua  unauitabla  for 
tranaplantation,  aducation,  and/or  raaaareh  purpoaaa  ahall  ba  diacardad  purauant 
to  Part  70  of  thia  Titla.   Packaging  of  tiaaua  for  daatruction  ahall  ba  daaignad 
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to  obscura  th«  contants. 


(b)  If  tanpsr-raa latent  ■•■!■  mrm   broken  or  propar  t«p«ratur«  has  not  b*«n 
naintainad,  tiasu*  ahall  not  b«  ralaaaad  for  tranaplantatlon. 

(c)  Tiaau*  returned  by  th*  tiaaua  tranaplantatlon  facility  for  poaalbl* 
ralaauanc*  ahall  meet  all  atorag*  and  tranaport  raqulrananta  of  thla  Part.  Th* 
tlaau*  bank  ahall  not  ralaaua  tiaaua  ratumad  by  tha  tiaaua  tranaplantatlon 
facility,  unlaaa  written  criteria  approved  by  the  tiaeue  bank  medical  director 
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Stction 

52-9.1  Definitions 

52-9.2  Construction 

52-9.3  Administrative  responsibility 

52-9.4  Medical  direction 


SUBPART  52-9 
HUMAN  MILK  BANKS 

Section 


52-9.5  Donor  qualifications 

52-9.6  Collection  and  storage 
of  human  milk 

52-9.7  Maintenance  of  records 

52-9.8  Distribution  of  huntan 
milk 


Section  52-9.1  Definitions.  As  used  in  this  Part:  (a)  Human  milk  bank  means  an 
organized  service  for  the  selection  of  donors  and  the  collection,  processing,  storage  or 
distribution  of  human  breast  milk  for  infants  or  children  other  than  the  doruM's  own  infant. 

(b)  Donor  means  a  lactating  woman  who  voluntarily  contributes  milk  to  a  human  milk 
bank  for  use  by  an  infant  or  chikl  other  than  her  own.  A  donor  shall  rtot  receive  remuneration 
for  the  donation  of  milk. 

Ic)  Human  m9k  transfar  station  means  the  tocation  at  which  contairMrs  of  human  breast 
milk  are  held  temporarily  between  the  donation  site  and  the  human  milk  bank. 


52-9.2  ConstnictkMt.  Terms  rtot  defined  in  this  Subpart  are  defined  in  Subpart  52-1  of 
this  Part.   Human  milk  banks  shall  apply  for  licensure  and  otherwise  comply  with  Subpan  52- 
2,  and  shall  meet  all  general  technical  startdards  for  tissue  banks  specified  in  Subpart  52-3. 
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52-9.3  AdmMstratlv*  rMponsiblhy.  Th«  director  of  a  human  milk  bank  shall  ensur*  the 
development  and  Implementation  of  policies  and  procedures  consistent  with  this  Part  for  the 
operation  of  th«  bonk  and  the  appointment  of  a  medical  director  and  a  medical  advisory 
committee  composed  of  physicians  with  experience  in  pediatrics,  neonatology,  blood  banking, 
nutrition  and/or  other  appropriate  fields,  as  well  as  other  allied  health  personnel. 

S2-9.4  Medical  direction,   (a)   Medical  direction  of  a  human  milk  bank  shall  be  provided 
by  a  physician,  who  may  also  be  the  director  of  the  bank,  in  consultation  with  the  nwdical 
advisory  committee.   Such  physician  shall  be  licensed  and  currently  registered  with  the  New 
York  State  Education  Department,  and  possess  a  minimum  of  four  years'  experience  in 
neonatology,  pediatrics,  blood  banking,  or  a  related  field. 

(b)  The  medical  director  and  the  medical  advisory  committee  shall  establish  operating 
procedures  and  monitor  the  medical  efficacy  of  milk  banking  services,  and  shall,  consistent 
with  this  Part,  develop:  ' 

(1)  medical  criteria  for  donor  participation; 

(2)  quaRty  standards  for  the  milk,  including  methodologies  and  criteria  for  heat- 
processing;  and 

(3)  policies  for  priority  distribution  of  milk  when  demand  exceeds  the  supply. 

52-9.5  Donor  qualificatkms.    la)  The  human  milk  bank  shall  initially  screen  and 
peiriodicalty  assess  the  donor  for  conditions  and  behavior  that  may  affect  the  quality  or 
nutritional  value  of  milk,  or  impair  the  donor's  health,  including,  but  run  limited  to,  the  donor 
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qualification  raquirwiMnts  in  Subpart  52-3.  and: 

(1)  the  us*  of  madications,  tobacco,  alcohol  and  othar  substances  in  quantities  likely  to 
be  hannful  if  transmittad  ttvough  human  milk  to  a  recipient; 

(2)  systemic  chronic  dtseasas  or  nutritional  deficiencies: 

(3)  acute  and  chronic  infectious  diseases: 

(4)  emotiortal  condhiona  and/or  behavioral  disturbances: 

(5)  history  of  jaundica  in  the  donor's  own  infant  after  one  week  of  age; 

(6)  sources  of  axposuras  which  may  be  associated  with  environmental  contamirtantt: 

(7)  duration  of  breast  feeding:  and 

(8)  general  ability  to  understand  and  foNow  directions  regarding  sanitary  coOaction  and 
storage  of  the  mOc.  and  conuaindfcations  to  donation. 

(bl  Donors  with  a  Matory  or  behavior  which  places  them  at  high  riafc  for  human 
immunodafidencv  viroa  infaction  or  other  infectious  diseases  (see  Subpart  52-3  of  tNs  Part) 
shall  be  permananity  axdudad  from  donation. 

(c)  The  humm  m»  bank  aha!  have  evidence  available  that  the  donor  has  been  taatad 
within  one  month  of  the  fint  donation  and  found  negativa  for  hepatida  B.  hapatitia  C,  human 
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immunod«fici*ncY  vims  typ«  1  (HIV-1),  human  immunodeficiencY  virus  typ«  2  (HIV-2),  human 
T-tymphotropic  virus  type  I  (HTLV-I),  syphilis,  cytomegalovirus  and  tuberculosis,  and  that  the 
donor  is  immunatP  rubella.  All  laboratory  tests  must  be  performed  by  a  laboratory  operating 
under  a  permit  issued  by  the  department.  For  out-of-state  milk  donations,  all  required 
laboratory  testing  must  be  performed  by  a  laboratory  which  is  approved  by  that  state's 
regulating  authority  or  by  the  department.   Except  for  rubella  and  tuberculosis,  testing  shall  be 
repeated  every  six  months  while  the  donor  is  participating  in  the  mill(  banking  program,  and 
the  donor  must  be  found  negative  prior  to  any  subsequent  donations. 

(d)  The  milk  bank  shall  obtain  the  informed  signed  consent  of  the  donor  for  participation 
in  the  milk  banking  program. 

(e)  The  milk  bartk  shaU  implement  a  donor  education  program,  irtchiding,  but  not  limited 
to: 

(1)  purpose  of  milk  banking  and  the  responsibilities  of  the  donor; 

(2)  operating  policies  and  procedures  of  the  milk  bank; 

(3)  guideTmes  for  the  sanitary  collection  and  storage  of  milt; 

(4)  medical  conditions,  diseases  and  medications,  or  other  subatarKes  comraindicating 
use  of  the  milk; 

(5)  diet  and  nutrition; 
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(6)  smoking  and  aicofwl  consumption:  and 

(7)  breast  Cifa  and  common  problams  associated  with  breast  feeding  and  milk  donation. 

52-9.6  CoBectian  and  storage  of  human  mlk.   (a)  The  human  milk  bank  shall  supply 
presterilized,  leak-proof  corrtainers  and  container  seals  to  the  dorK>r. 

(b)  Containers  shal  be  accompanied  by  an  affixed  tag  which  shall  show  the  donor's 
identification  number  and  the  data  and  time  the  milk  was  collected.   When  frozen  human  milk 
is  heM  at  a  transfer  statkMi,  tfiis  tag  shall  also  identify  the  statkxi,  and  the  date  and  time  of 
receipt  and  trartaport  of  the  milk. 

(c)  Human  mik  shal  be  transported  and  stored  so  that  it  is  protected  from  contamination, 
thawing  and  refreezing.   Human  miHc  in  Uquid  form  shall  be  maintained  at  a  temperature 
between  one  (1)  and  six  (6)  degrees  Celsius,  but  shall  be  stored  in  liquid  form  for  no  kmger 
than  48  hours.   If  mMc  is  frozen,  it  shall  be  maintained  at  minus  20  degrees  Celsius  or  betow 
for  a  maximum  storage  period  of  six  months,  unless  the  medkral  advisory  committee 
specifically  approves  a  lortger  storage  perk>d.  HousehoM  freezers  with  automatic  defrost 
cycles  shall  not  be  used  for  such  storage.   Frozen  milk  must  be  utilized  within  48  hours  of 
thawing  arul  discarded  thereafter  if  not  utilized. 

(d)  The  physical  faciities  of  tfie  human  milk  bank  shall  minimize  the  potential  for 
contamirtation,  as  foMow*: 

<1|  the  human  mflk  bank  ahal  be  located  in  a  distinct  klentifiable  area  with  a  separate 
refrigerator  and/or  freezer  provWed  for  human  milk;  and 
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(2)  rafrigwators  and  frMztrs  shall  be  aquippad  wttf>  a  recording  tfiarmomater  calibrated  at 
least  four  (4)  times  a  year  against  a  National  Institute  of  Standards  and  Technology  (NISD- 
certified  thermometer,  or  with  a  thermometer  that  has  been  tested  against  and  four>d  to  be  in 
agreement  with  an  NIST-certified  thermometer.  The  thermometer  shall  be  either  visually  or 
mechanically  monitored  daily  for  fluctuations  in  temperature  affecting  the  quality  of  the  milk. 
Temperature  records  shall  be  maintained  and  made  available  for  irwpection  for  at  least  one  (1) 
year  after  collection  of  the  milk. 

52-9.7  Maintenance  of  records,   la)  The  human  milk  bank  shall  maintain  an  individual  file 
on  each  milk  donor.   For  all  donated  human  milk,  the  donor's  name,  address  and  any  other 
information  which  would  directly  or  indirectly  identify  the  donor  shall  not  be  disclosed  or 
released  by  the  human  milk  bank  to  any  person  or  entity  except  upon  the  written  consent  of 
the  dortor  or  except  to  the  department.  Records  to  be  kept  by  the  milk  bank  shall  include,  but 
not  be  limited  to,  those  required  in  Subpart  52-2  and  documentation  of  instructions  given  to 
the  donor  for  collecting,  storing  ar>d  preserving  the  wholesomeness  of  donated  milk. 

(b)  Records  of  milk  donations  shad  be  filed  by  donor  identification  number  and  shaN 
include,  but  not  be  limited  to: 

(1)  information  from  the  identification  tag  affixed  to  the  contair>ar  at  the  time  of 
collection,  showir>g  the  data  and  time  of  collection,  amount  collected,  and,  if  applicable,  the 
identification  of  the  transfer  station  with  recorded  date  and  time  of  receipt  and  transport  of 
the  milk: 

(2)  results  of  all  clinical  latwratory  tests  performed  on  the  dofKir  preparr  &.>  to  and  during 
participation  in  the  milk  banking  program; 
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(3)  ttM  data  of  psstaurizstion  of  th«  milk,  if  applicable;  and 

(4)  tha  dat»  *«a  milk  waa  distributed  or  used,  and  if  applicable,  identifying  information 
regarding  mOk  pooled  from  multiple  donors. 

(c)  Recorda  shall  be  maintained  on  each  recipient  including,  but  not  limited  to: 

(1)  the  infant's  or  child's  age,  birth  weight  and/or  weight  history,  and  diagnosis  indicating 
the  medical  need  for  human  miig 

(2)  the  dates  the  mOk  banking  service  began  and  terminated; 

(31  identification  by  donor  identification  number  of  the  source  of  all  mik  given  to  the 
recipient; 

(4)  documentation  that  the  risks  of  consumption  by  an  infant  or  chikJ  of  donated  milk 
have  been  disclosed  to  the  personlsl  legally  responsible  for  such  Infant  or  chHd: 

(5)  recipient  health  statue  at  the  time  of  discontinuation  of  breast  milk  banking  service 
and  reaaon  for  auch  d»continuation. 

(d)  Donor  and  redpient  records  shal  be  maintained  for  at  least  three  (3)  years  after  the 
recipient* a  age  of  majority  118  years!  or  for  at  least  six  {6)  years  after  a  redplenf  a  death. 

52-9.8  Distribution  of  human  mIk.  Facilities  shall  distribute  human  breaat  mifc  only  upon 
receipt  of  a  written  order  from  a  icenaed  physician. 


IU7  24,    19ff3 
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Subpart   53-10 
StMi  Call  Banks 


Saetlon 

52-10.1      Daflnltion* 

52-10.2      Licansur*  and  cooplianca  with  standarda 

SactloB  53-10.1  Dafinitloaa.   Aa  usad  In  thia  Part:  a)  Bon*  mmrrow 
maana  tha  tlaaua  filling  cavitiaa  of  bona,  consiating  of  fully  matura  and 
pracuraor  hamatopoiatic  and  adherent  stromal  call  linaa. 

b)  Staa  caiifl  maans  pracuraor  or  progenitor  hematopoietic  cells 
derived  froa  bone  marrow  or  other  tissue  sources. 

c)  Stea  emll  collmctlon   service  maana  a  facility  which  parfoma  bone 
marrow  aspiration  or  other  atem  call  collection  and  pre-procaaaing  atorage 
of  atam  calla. 

d)  Stem  ceJi  storage  a»rvic9   maana  a  facility  which  procaaaes  bone 
marrow  or  other  stem  cell  samples  for  purposes  of  harvesting,  purging  and 
storage. 

a)  Bone  aarrov  traaapiaiitation  amrvicm   meana  a  coordinated  program  of 
inpatient  and  outpatient  care  in  a  hospital  approved  by  the  cooniasionar 
aa  a  provider  of  bona  marrow  tranaplantation  aervices  pursuant  to  section 
709.8  of  this  Title.   Such  services  may  accept  only  atem  cella  collected 
in  aubatantial  coapliance  with  the  criteria  eatablished  in  this  Part  and 
Subpart  58-S  of  this  Title,  except  in  documented  emargencias. 

f)  Aepartaejit  means  tha  New  Tork  State  Dapartmant  of  Health. 
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S3-10.3  ItLemumurm   and  coapliane*  with  standards.  No  stam  call 
collaction  and/or  storaga  sarvica  shall  oparata  in  Maw  York  Stata  unlass 
licansad  by  tte  dapartaant  tuidar  Subpart  S2-2  of  this  Part.  All  of  tha 
provisions  of  Subparts  52-1  and  52-2  shall  apply  to  a  stara  call  collaction 
and/or  atoraga  sarvica,  axcapt  for  tha  racordkaaping  raquiranants 
eontainad  in  saetion  52-2.9.  All  stan  call  collaction  and/or  storaga 
sarvicaa  Bust  coa^ly  with  tha  standards  and  raquiranants  sat  forth  in 
Subpart  58-5  of  this  Titla. 
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Pursuant  to  the  authority  vaatod  in  tha  Coamiaaionar  of  Haalth  by 
Public  Haalth  Law  Sactiona  4365  and  2505,  Subpart  58-6  of  Part  58  of  Titla 
10  (Haalth)  of  tha  Official  Coopilation  of  Codaa,  Rulaa  and  p^gulationa  of 
tha  Stat*  of  Haw  York  la  haraby  rapaalad. 
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Subpart  58-5  [Rev.  1/92] 


Subpart  58-5 
Stem  Cell  Banks 


Section 


58-5, 


58- 
58- 
58- 
58- 
58- 


5.6 


Section 

Definitions  58-5.7 
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Section  58-5.1  Definitions.  As  used  in  this  Part:  a)  Bone  marrow 
means  the  tissue  filling  cavities  of  bone,  consisting  of  fully  mature  and 
precursor  hematopoietic  and  adherent  stromal  cell  lines. 

b)  Stem  cells   means  precursor  or  progenitor  hematopoietic  cells 
derived  from  bone  marrow  or  other  tissue  sources. 

c)  Stem  cell  collection  service   means  a  facility  which  performs  bone 
marrow  aspiration  or  other  stem  cell  collection  and  pre-processing  storage 
of  stem  cells. 

d)  Stem  cell   storage  service   means  a  facility  which  processes  bone 
marrow  or  other  stem  cell  samples  for  purposes  of  harvesting,  purging,  and 
storage. 

e)  Bone  marrow  transplantation  service   means  a  coordinated  program  of 
inpatient  and  outpatient  care  in  a  hospital  approved  by  the  commissioner 
as  a  provider  of  bone  marrow  transplantation  services  pursuant  to  Part 
709.8  of  this  Title.  Such  services  may  accept  only  stem  cells  collected 
in  substantial  compliance  with  the  criteria  established  in  this  Part, 
except  in  documented  emergencies. 

f)  Department   means  the  New  York  State  Department  of  Health. 
58-5.2  General  requirements. 

a)  A  stem  cell  collection  service  must  possess  a  license  issued  under 
Subpart  52-2  of  this  Title  and  operate  under  standards  established  by  this 
Subpart,  Subpart  52-2  except  section  52-2.8,  and  one  or  more  bone  marrow 
transplantation  services,  as  described  in  section  405.22(b)(2)  of  this 
Title.  Unless  the  collection  service  and  the  transplantation  service  are 
operated  by  the  same  institution,  a  stem  cell  collection  service  must  have 
a  written  agreement  with  the  transplantation  service  which  specifies  that 
stem  cells  collected  and  stored  by  the  stem  cell  collection  service  are 
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acceptable  for  transplantation  by  the  bone  marrow  transplantation  service. 
Collection  of  stem  cells  performed  at  facilities  outside  of  New  York  State 
shall  follow  policies  and  procedures  consistent  with  this  Subpart. 
Documentation  of  such  policies  and  procedures  shall  be  kept  on  file  by  the 
associated  bone  marrow  transplantation  services.  Stem  cells  collected 
outside  New  York  State  shall  be  approved  for  use  in  New  York  State,  in 
writing,  by  the  director  of  the  bone  marrow  transplantation  service  or  by 
a  physician  designated  by  the  director. 

b)  A  stem  cell  storage  service  must  be  associated  with  and  operating 
under  standards  established  by  one  or  more  bone  marrow  transplantation 
services,  as  described  in  section  405.22(b)(2)  of  this  Title. 

c)  Stem  cell  collection  and  storage  and  bone  marrow  transplantation 
services  may  operate  independently,  or  together  as  part  of  the  same 
organization. 

d)  The  director  of  a  stem  cell  collection  and/or  storage  service 
shall  ensure  the  development  and  implementation  of  policies  and  procedures 
consistent  with  this  Subpart  for  the  operation  of  the  service  and  the 
appointment  of  a  medical  director  and  a  medical  advisory  committee.  The 
committee,  which  may  be  the  in-house  transfusion  committee  or 
transplantation  committee,  shall  include  experts  in  the  areas  of 
infectious  disease,  hematology,  histocompatibility,  and  transfusion 
medicine,  as  well  as  physicians  representing  associated  bone  marrow 
transplantation  service(s). 

e)  Medical  direction  of  a  stem  cell  collection  and/or  storage  service 
shall  be  provided  by  a  physician  in  consultation  with  the  medical  advisory 
committee.  Such  physician  must  be  licensed  and  currently  registered  with 
the  New  York  State  Education  Department  or  in  the  state  or  jurisdiction  of 
practice.  The  medical  director  must  have  two  years'  experience  or 
training  in  clinical  hematology  or  transfusion  medicine,  in  addition  to 
either  one  year's  experience  in  stem  cell  collection  and/or  processing,  or 
performance  or  supervision  of  a  minimum  of  25  stem  cell  collection  and/or 
processing  procedures. 

f)  The  medical  director  and  the  medical  advisory  committee  of  a  stem 
cell  collection  and/or  storage  service  shall  monitor  the  medical  efficacy 
of  the  program,  and  in  conjunction  with  the  associated  bone  marrow 
transplantation  service  shall,  as  a  minimum,  develop: 

1)  medical  criteria  for  donor  participation;  and 

2)  quality  standards  for  the  stem  cells. 

g)  The  medical  director  of  a  stem  cell  collection  service  shall  be 
responsible  for  all  aspects  of  donor  qualification,  as  described  in 
Section  58-5.4. 

h)  The  medical  director  of  a  stem  cell  collection  and/or  storage 
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service  shall  be  responsible  for  the  technical  and  scientific  operation 
of  the  facility. 

58-5.3  Stem  cell  collection  services. 

a)  The  stem  cell  collection  service  shall  be  adequately  lighted, 
ventilated,  and  equipped,  and  be  operated  in  a  manner  which  conforms  to 
current  medical  standards  generally  accepted  by  leading  authorities  in 
transplantation  medicine  and  approved  by  the  department. 

b)  The  stem  cell  collection  service  shall  document  association  with  a 
bone  marrow  transplantation  service  and  compliance  with  the  procedures, 
protocols,  and  recordkeeping  requirements  for  collection  as  established  by 
the  transplantation  service,  as  well  as  all  requirements  of  this  Subpart. 

c)  All  required  clinical  laboratory  testing  must  meet  the  standards 
of  Article  5  Title  V  of  the  Public  Health  Law. 

d)  Adequate  facilities  must  be  available  for  the  administration  of 
anesthesia,  if  any,  and  for  emergency  resuscitation.  A  qualified 
anesthesiologist  shall  be  on  the  premises  at  all  times  during  bone  marrow 
harvesting  procedures. 

e)  Emergency  services  shall  be  immediately  available  to  a  donor  who 
manifests  an  adverse  reaction. 

f)  A  physician  must  explain  the  hazards  of  the  donation  procedure  to 
the  donor  in  such  a  manner  that  the  donor  is  offered  an  opportunity  to 
refuse  consent.  The  donor  must  be  advised  of  the  risks  of  stem  cell 
donation  and  of  the  anesthesia  method  to  be  used,  as  well  as  the  potential 
need  for  transfusional  support  and  possible  side  effects  of  each 
procedure.  All  this  information  must  be  provided  to  each  prospective 
donor  in  written  form.  The  written  informed  consent  of  the  prospective 
donor  must  then  be  obtained. 

58-5.4  Donor  qualifications. 

a)  Except  in  the  case  of  an  autologous  donation,  a  complete  donor 
history  shall  be  obtained  prior  to  a  stem  cell  donation.  A  summary  of  the 
donor  history  obtained  by  a  stem  cell  collection  service  shall  be  provided 
to  the  physician  performing  the  transplant  for  a  determination  of  the  stem 
cells'  suitability  for  transplantation.  The  donor  history  shall  include, 
but  not  be  limited  to,  information  concerning: 

1)  acute  respiratory  disease; 

2)  any  infectious  skin  disease  generalized  to  an  extent  that  creates 
a  risk  of  contamination  of  the  stem  cells; 

3)  any  disease  transmissible  by  stem  cells  insofar  as  can  be 
determined  by  donor  history; 
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4)  active  tuberculosis  or  history  of  therapy  therefor; 

5)  malaria  or  a  history  of  suppressive  therapy  for  malaria  within  the 
last  three  years;  travel  to  an  area  endemic  for  malaria  within  the  past 
six  months;  or  residence  in  an  area  endemic  for  malaria  within  the  past 
three  years; 

6)  known  coagulation  or  platelet  disorders; 

7)  any  health  condition,  including  unstable  angina  and  severe 
valvular  stenosis,  which  may  be  affected  adversely  by  the  aspiration; 

8)  any  health  condition,  including  a  malignancy,  which  would 
adversely  affect  the  quality  of  the  stem  cells  collected; 

9)  receipt  of  an  organ  transplant  or  a  transfusion  of  blood  or  blood 
components  within  the  past  twelve  months; 

10)  tooth  extraction  or  any  dental  manipulation  that  might  produce 
transient  bacteremia  within  72  hours  prior  to  aspiration; 

11)  indications  of  drug  or  alcohol  abuse;  and 

12)  other  conditions  as  determined  by  the  medical  advisory  committee 
and  medical  director  of  the  collection  service. 

b)  Except  in  the  case  of  an  autologous  donation,  a  complete  physical 
examination  of  the  donor  must  be  performed  by  the  medical  director  of  the 
collection  service  or  another  qualified  physician. 

c)  Except  in  the  case  of  an  autologous  donation  or  collections 
outside  New  York  State,  specimens  of  blood  must  be  collected  from  the 
donor  prior  to  the  donation,  and  the  following  tests  must  be  performed  in 
a  clinical  laboratory  under  permit  by  the  department.  For  out-of-state 
collections,  all  required  clinical  laboratory  testing  must  be  performed  by 
a  laboratory  which  is  approved  by  the  regulatory  authority  in  the  state 
where  the  laboratory  is  located  or  by  the  department; 

1)  direct  or  surrogate  tests  for  markers  of  infection  including 
syphilis,  hepatitis  B  virus  (HBV),  hepatitis  C  virus  (HCV),  human 
immunodeficiency  virus  type  1  (HIV-1),  human  T-cell  lymphotropic  virus 
type  I  (HTLV-I),  alanine  aminotransferase  (ALT),  Epstein-Barr  virus  (EBV), 
and  cytomegalovirus  (CMV).  Such  tests  must  be  performed  no  more  than  30 
days  prior  to  the  donation. 

2)  major  histocompatibility  antigens  (HLA-A,B,  and  DR) ,  and  other 
minor  histocompatibility  antigens,  including  mixed  lymphocyte  culture,  as 
appropriate;  and 

3)  peripheral  blood  cell  numeration  {red,  white,  and  platelet)  and 
differential  blood  smear  evaluation. 
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d)  Except  for  allogeneic  donors  who  are  confirmed  positive  for  any 
indicator  of  HIV  infection,  the  decision  as  to  the  acceptability  of  stem 
cells  is  to  be  made  by  the  transplantation  service.  Positive  or  abnormal 
results  and  the  extenuating  circumstances  which  warrant  acceptance  of  the 
stem  cells  must  be  documented.  Stem  cells  from  allogeneic  donors 
confirmed  positive  for  any  indicator  of  HIV  infection  may  not  be  used  in 
any  case. 

58-5.5  Sterilization  of  instruments.  Syringes,  needles,  lancets,  or 
other  blood-letting  or  stem  cell  aspiration  devices  capable  of 
transmitting  infection  from  one  person  to  another  and  licensed  for  single 
use  by  the  Food  and  Drug  Administration  must  be  appropriately  discarded 
after  such  use.  Reusable  devices  must  be  heat-sterilized  prior  to  each 
use.  Heat  sterilization  shall  be  by  autoclaving  at  121.5  degrees  Celsius 
for  15  minutes  after  the  chamber  of  the  autoclave  has  been  evacuated  and 
has  reached  that  temperature,  or  by  dry  heat  for  two  hours  at  170  degrees 
Celsius,  or  by  such  other  similarly  acceptable  procedure  as  may  be 
approved  by  the  department. 

58-5.6  Collection  and  handling  of  stem  cells,  a)  All  stem  cell 
specimens  obtained  by  bone  marrow  aspiration  shall  be  collected  by  the 
medical  director  of  the  collection  service  or  other  qualified  physician, 
physician's  assistant,  or  nurse  practitioner  under  the  supervision  of  the 
medical  director.  Stem  cells  obtained  by  peripheral  blood  apheresis  shall 
be  collected  by  an  individual  trained  in  pheresis  in  accordance  with  the 
requirements  of  section  58-2.15  of  this  Part. 

b)  Stem  cell  collection  apparatus  and  containers  shall  be  clean, 
pyrogen- free  and  sterile. 

c)  Phlebotomy  and  marrow  aspiration  puncture  sites  shall  be  prepared 
by  a  procedure  which  conforms  to  current  medical  standards  generally 
accepted  by  leading  authorities  in  transplantation  medicine  and  approved 
by  the  department. 

d)  Stem  cell  collection  systems  shall  meet  the  following  minimum 
requirements: 

1)  stem  cells  shall  be  collected  under  aseptic  conditions  using  an 
approved  system  adequately  protected  against  contamination; 

2)  additives  shall  be  used  as  required  to  assure  the  continued 
effectiveness  of  stem  cells  for  transplantation  and  retention  of 
viabil ity; 

3)  each  container  shall  be  legibly  labeled  or  tagged  at  the  time  of 
collection  with: 

i)  the  donor's  identification  code  and  date  of  collection; 

ii)  if  known,  the  recipient/patient's  name,  the  name  of  the  hospital 
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where  the  patient  is  to  be  transplanted,  and  the  patient's  hospital 
registration  number  or,  if  unavailable,  Social  Security  number,  birthdate, 
or  similar  identifying  information; 

iii)  if  performed,  the  results  of  laboratory  tests  for  syphilis,  HBV 
HCV,  HIV-1,  HTLV-I,  ALT,  EBV,  and  CMV,  unless  the  results  were  forwarded' 
to  the  bone  marrow  transplantation  service  in  advance  or  included  in 
records  accompanying  the  stem  cells;  and 

iv)  a  biohazard  label,  if  the  donor  has  tested  reactive  or  positive 
for  any  of  the  tests  required  in  section  58-5. 4(c)(1)  of  this  Subpart. 

4)  a  sufficient  number  of  cells  shall  be  collected  to  enable  periodic 
testing  and  transplantation,  as  determined  by  the  medical  advisory 
committee;  and 

5)  samples  with  known  or  suspected  contamination  during  storage  must 
be  identified  and  reported  to  the  transplantation  service. 

e)  Except  when  collected  in  a  dosed  system,  stem  cells  shall  be 
placed  in  a  culture  for  bacteria  and  fungi  before  processing  and  again  at 
the  bone  marrow  transplant  center  prior  to  transplantation.   If  stem  cells 
are  cultured  at  37  degrees  Celsius  prior  to  storage,  bacterial  and  fungal 
cultures  shall  be  performed  prior  to  storage. 

58-5.7  Stem  cell  storage  services. 

a)  If  stem  cells  are  to  be  frozen,  the  following  requirements  apply: 

1)  stem  cells  must  be  frozen  within  24  hours  of  collection,  using 
approved  cryopreservation  techniques  acceptable  to  the  bone  marrow 
transplantation  service  and  meeting  the  requirements  of  this  Subpart; 

2)  until  used,  stem  cells  shall  be  stored  continuously  in  a  freezer 
reserved  for  stem  cells  and  equipped  with  automatic  temperature  recording 
or  monitoring  for  liquid  nitrogen  levels  and  an  audible  alarm; 

3)  storage  shall  be  within  a  temperature  range  of  minus  80  degrees 
Celsius  to  minus  196  degrees  Celsius; 

4)  stem  cells  in  transit  from  a  storage  service  to  the 
transplantation  service  or  other  facility  must  be: 

i)  maintained,  at  a  minimum,  in  dry  ice  (minus  78  degrees  Celsius)  or 
in  a  lower  temperature  environment; 

ii)  transported  as  fast  as  possible;  and 

iii)  used  immediately  upon  arrival  or  stored  as  required  in  paragraph 
(3)  of  this  subdivision  until  thawed  for  use;  and 
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5)  stem  cell  specimens  shall  be  inspected  visually  at  the  time  of 
freezing  and  thawing.  If  the  color  or  physical  appearance  is  abnormal  or 
there  is  indication  or  suspicion  of  microbial  contamination,  the  stem 
cells  shall  not  be  released  for  transplantation  unless  authorized,  in 
writing,  by  the  transplantation  service. 

b)  Stem  cells  stored  in  the  liquid  state  shall  be  maintained  at  a 
temperature  and  for  a  period  of  time  specified  in  a  protocol  approved  by 
the  director  of  the  stem  cell  collection  and/or  storage  service. 

c)  Storage  temperature  records  for  stem  cells  shall  be  made  available 
for  inspection  by  the  department  for  the  entire  period  of  storage  and  for 
one  year  afterward. 

58-5.8  Required  records. 

a)  Complete  and  accurate  records  of  human  stem  cells  released  for 
transplantation  shall  be  kept  for  seven  years  by  the  stem  cell  collection 
service  and  by  the  transplantation  service  using  the  sample.  Such  records 
shall  be  open  to  inspection  by  the  department. 

b)  Records  to  be  kept  by  the  stem  cell  collection  service  shall 
include,  but  not  be  limited  to,  the  following  information: 

1)  donor's  full  name,  address,  age,  sex,  and  identification  code,  as 
well  as  documentation  of  donor  informed  consent; 

2)  date  and  volume  of  stem  cells  collected; 

3)  any  untoward  reaction  of  the  donor  and  its  outcome; 

4)  medical  history  and  results  of  all  clinical  laboratory  tests  and 
of  the  physical  examination  performed; 

5)  methods  used  for  processing,  preserving,  storage,  and  transport  of 
the  stem  cells,  including  manufacturer's  name  and  lot  numbers  of  all 
reagents  used  in  treating  or  preserving  the  stem  cells; 

6)  disposition  of  stem  cells; 

7)  documentation  of  sterility  testing  and  viability  and  recovery 
checks;  and 

8)  medical  director's  authorization  for  the  collection. 

c)  Records  to  be  kept  by  the  stem  cell  storage  service  shall  include, 
but  not  be  limited  to,  the  following  information: 

1)  donor's  identification  code,  date,  and  amount  collected; 

2)  results  of  all  clinical  laboratory  tests  performed; 
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3)  temperature  records  of  storage  chamber; 

4)  records  of  visual  inspection  of  the  stem  cell  specimens  at  the 
time  of  freezing  and  thawing; 

5)  sample  location  in  storage  chamber; 

6)  methods  used  for  preserving,  storage,  and  transport;  and 

7)  disposition  of  the  sample. 

d)  When  stem  cells  are  released  for  transplantation,  the  following 
records  shall  be  maintained: 

1)  source  and  description  of  the  sample; 

2)  medical  history  and  results  of  all  tests  and  of  the  physical 
examination  performed  on  the  donor;  and 

3)  disposition  of  the  stem  cells,  including  date  and  time  released 
and  name  of  recipient. 

58-5.9  Quality  assurance  and  safety  requirements,  a)  Quality 
assurance. 

1)  The  stem  cell  collection  and/or  storage  service  shall  keep  records 
which  indicate  that  it  maintains  a  quality  assurance  program  in  the 
following  areas: 

i)  preventive  maintenance,  periodic  inspections,  and  testing  for 
proper  operation  of  equipment; 

ii)  monitoring  of  all  temperature-controlled  spaces  and  equipment  to 
ensure  proper  performance; 

iii)  validation  of  microprocessor-controlled  equipment  and  associated 
software,  including  test  plan  protocols,  results  of  parallel  testing,  and 
supervisory  review;  and 

iv)  validation  of  stem  cell  processing  and  testing  methodologies. 

2)  Stem  cell  processing,  laboratory,  and  storage  facilities  shall  be 
maintained  in  a  clean  and  orderly  manner  and  shall  be  of  suitable  size, 
construction,  and  location  to  assure  product  and  personnel  safety. 

3)  All  reagents  and  solutions  shall  be  in-date,  stored  properly,  and 
labeled  to  indicate  identity  and,  as  appropriate,  titre,  strength,  or 
concentration,  recommended  storage  requirements,  preparation  and/or 
expiration  date,  and  other  pertinent  information.  All  such  materials 
shall  be  removed  from  use  on  the  expiration  date.  Materials  of 
substandard  reactivity  and  deteriorated  materials  shall  be  discarded 


366 


Subpart  58-5  [Rev.  1/92]  9 

regardless  of  expiration  date. 

4)  All  specimens  accompanying  the  recovered  stem  cells  shall  be 
sufficiently  stable  to  provide  accurate  and  precise  test  results  suitable 
for  clinical  interpretation.  The  stem  cell  storage  service  shall  ensure 
that  specimens  are  collected,  preserved,  and  transported  to  the  laboratory 
in  such  a  manner  as  to  meet  this  requirement.  Specimens  for  analysis 
shall  be  identified  fully  and  accessioned  in  a  log  book.  The  accessioning 
system  must  be  designed  to  allow  tracing  of  the  stem  cells  to  a  specific 
donor  and  to  identify  the  date  and,  if  applicable,  the  time  of  retrieval. 

5)  Current  standard  operating  procedure  manuals  specific  to  the 
facility  shall  be  available  at  all  times  in  the  immediate  work  area  of 
personnel  engaged  in  retrieval,  processing,  testing,  storage, 
distribution,  or  other  stem  cell  procurement  activity.  Manuals  must 
contain  a  protocol  for  development,  maintenance,  and  periodic  review  of 
standard  operating  procedures  by  facility  personnel  and  management  staff. 
Procedure  manuals  must  include: 

i)  a  standardized  format  for  procedures; 

ii)  a  system  of  numbering  and/or  entitling  of  individual  procedures; 

iii)  a  clearly  written  description  of  purpose  for  each  procedure; 

iv)  a  reference  section  listing  appropriate  scientific  literature  and 
industry  and/or  corporate  standards  espoused  by  the  stem  cell  collection 
and/or  storage  service; 

v)  clearly  defined  areas  of  responsibility  by  position/title; 

vi)  documented  approval  of  procedures  and  procedural  modifications, 
including  annual  review  by  the  director  of  the  stem  cell  collection 
and/or  storage  service  or  authorized  supervisor; 

vii)  instructions  for  the  completion  of  reports  and  forms,  including 
examples; 

viii)  authorship  and  effective  date  of  each  procedure;  and 

ix)  a  system  for  archiving  earlier  versions  of  procedures  and  forms. 

6)  The  director  of  the  stem  cell  collection  and/or  storage  service 
shall  establish  and  maintain  a  planned  and  periodic  process  control 
program  for  monitoring  and  evaluating  the  quality  and  appropriateness  of 
the  stem  cell  banking  services.  Included  in  the  program  must  be  a  system 
for  designing  and  implementing  corrective  action  for  any  deficiencies 
identified.  Quality  assurance  deficiencies  shall  be  documented,  and 
evidence  shall  be  available  that  any  operational  or  procedural  problems 
are  reported  to  the  appropriate  individuals  in  a  timely  manner  and  that 
corrective  action  is  implemented  and  subsequently  followed-up. 
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b)  Safety.  1)  The  stem  cell  collection  and/or  storage  service  shall 
implement  written  safety  and  infection  control  policies  and  procedures  to 
ensure  protection  from  unnecessary  physical,  chemical,  and  biological 
hazards,  as  follows: 

i)  Decontamination  and  disposal  techniques  for  regulated  medical 
waste  shall  be  utilized.  All  hazardous  and  regulated  waste  materials 
shall  be  handled,  stored,  and  discarded  pursuant  to  Part  70  of  this  Title. 

ii)  If  sterilization  equipment  is  used,  the  pressure,  temperature, 
and  duration  of  each  cycle  must  be  recorded,  and  such  records  maintained 
for  one  year.  For  each  run,  these  parameters  must  be  within  the 
manufacturer's  recommended  operating  standards.  If  any  one  or  more  of 
these  parameters  fal1(s)  outside  the  manufacturer's  standards,  all 
material  must  be  reautoclaved.  Chemical,  biological  and  physical 
detection  systems  should  be  used  in  conjunction  with  these  other 
measurements  of  performance. 

iii)  Eating,  drinking,  smoking,  or  the  application  of  cosmetics  or 
contact  lenses  shall  not  be  permitted  in  work  areas.  Refrigerators  or 
freezers  used  for  storing  specimens  or  reagents  shall  not  be  used  for  any 
other  purpose. 

iv)  Gloves  and  laboratory  coats,  gowns  or  other  protective  clothing 
shall  be  worn  as  necessary  while  handling  blood  specimens  or  stem  cell 
tissue.  Such  protective  clothing  shall  not  be  worn  outside  the  work  area 
and  shall  be  disposed  of  in  an  appropriate  receptacle. 

2)  The  stem  cell  collection  and/or  storage  service  shall  have  written 
policies  and  procedures  in  the  following  areas: 

i)  infection  control ; 

ii)  biosafety, 

iii)  chemical  and  radiological  safety; 

iv)  emergency  response  to  worksite  accidents;  and 

v)  waste  disposal . 

3)  The  safe  collection  of  peripheral  blood  stem  cells  by  apheresis  is 
the  responsibility  of  the  medical  director  of  the  apheresis  service. 
Collection  shall  be  performed  in  full  compliance  with  section  58-2.15  of 
this  Part. 

58-5.10  Compliance  with  standards.  A  stem  cell  collection  and/or 
storage  service  shall  allow  admission  to  representatives  of  the  department 
for  the  purpose  of  inspecting  the  premises  and  evaluating  operating 
procedures,  equipment,  or  records  to  determine  compliance  with  the 
standards  in  this  Subpart.  If  the  Commissioner  determines  that  a 
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significant  likelihood  exists  that  adequate  safeguards  are  not 
implemented,  the  department  may  require  that  stem  cells  not  be  released 
pending  a  hearing.  The  hearing  shall  commence  within  15  days  of  any 
suspension  pursuant  to  this  section. 

58-5.11  Licensure.  No  stem  cell  collection  and/or  storage  service 
shall  operate  in  New  York  State  unless  licensed  by  the  department  under 
Subpart  52-2  of  this  Title.  All  of  the  provisions  of  Subpart  52-2  of  this 
Title  shall  apply  to  a  stem  cell  collection  and/or  storage  service,  except 
for  the  recordkeeping  requirements  contained  in  section  52-2.8  of  this 
Title. 
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New  York  State  has  spearheaded  development  of  many 
innovative  public  health  programs  and  maintains  active  regulatory 
oversight  programs  in  many  important  areas  of  public  health. 
Since  infected  tissue  poses  the  risk  of  transmission  of  disease 
to  many  recipients,  oversight  of  tissue  banking  activities  is  an 
essential  component  of  any  comprehensive  public  health  regulatory 
program.   Known  risks  include  transmission  of  hepatitis  B  and  C, 
HTLV-I,  rabies,  Creutzfeld-Jakob  disease,  syphilis,  streptococcus 
B  and  other  sexually  transmitted  diseases  such  as  gonorrhea, 
chlamydia,  mycoplasma,  trichomonas  and  herpes. 

In  New  York  State,  the  regulation  of  tissue  banks  began  with 
adoption  of  standards  for  stem  cell  banks  in  1988,  for  semen 
banks  in  1989,  and  for  human  milk  banks  in  1990. 

In  1988,  a  report,  "Transplantation  in  New  York  State: 
The  Procurement  and  Distribution  of  Organs  and  Tissues,"  was 
published  by  the  New  York  State  Task  Force  on  Life  and  the  Law. 
The  report  recommended  establishment  of  comprehensive  and  uniform 
standards  for  tissue  banking.   As  a  result,  a  transplant  law 
signed  by  Governor  Cuomo  in  1990  required  the  Department  of 
Health  to  create  an  advisory  Transplant  Council  and  adopt 
standards  for  tissue  banks. 

Despite  limited  resources,  a  successful  progreun  was 
developed  and  instituted.   Comprehensive  rules  set  standards  for 
donor  medical  history  assessment  and  risk  factors  for  disease 
transmission,  laboratory  testing,  and  recordkeeping  to  ensure  the 
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ability  to  track  disposition  of  donated  tissue  from  donor  to 
recipient  and  vice  versa.   These  standards  were  formulated  based 
on  the  available  medical  literature,  consensus  of  experts  in  the 
field,  and  existing  standeurds  of  professional  organizations  such 
as  the  American  Association  of  Tissue  Banks,  the  Eye  Bank 
Association  of  America  and  the  American  Fertility  Society. 

The  most  visible  area  of  effective  oversight  has  been  semen 
banking.   As  a  result  of  the  rules  adopted  in  1989,  almost  half 
the  banks  in  existence  at  that  time  in  New  York  State  chose  to 
cease  operations  rather  than  to  con^ly  with  testing  and 
recordkeeping  requirements.   Most  of  the  banks  that  closed  were 
based  in  physicians'  offices,  often  using  fresh  semen  from 
untested  donors.   Based  on  this  experience,  statutory  authority 
for  oversight  of  tissue  banking  activities  should  be  extended  to 
include  all  sites  %rtiere  tissue-related  activities  occur. 

In  implementing  the  semen  banking  rules,  many  banks  were 
identified  which  were  not  meeting  standards  and  lacked  technical 
expertise  in  the  area  of  transmissible  disease  testing  and 
interpretation  of  test  results.   Any  oversight  program  must 
therefore  expend  considerable  effort  in  educating  such 
facilities. 

The  New  York  program  identified  a  case,  similar  to  the 
widely  publicized  case  in  Virginia,  in  irtiich  two  semen  bank 
operators  were  using  only  themselves  as  donors,  but  led 
recipients  to  believe  that  there  were  more  than  a  dozen  donors 
available,  with  many  different  (^ysical  characteristics  from 
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which  to  choose.   Testing  and  recordkeeping  at  this  bank  were 
virtually  nonexistent,  and  it  is  only  fortuitous  that  no  cases  of 
transmissible  disease  have  been  identified  in  the  recipients. 

Another  problem  of  concern  encountered  in  semen  banks  is 
inadequate  screening  and  testing  of  directed  donors  (those  who 
donate  semen  for  a  designated  recipient) ,   Some  banks  seem  to 
perceive  that  recipients  of  directed  donor  semen,  in  many  cases 
surrogate  mothers,  are  not  deserving  of  the  same  protections  as 
other  recipients.   In  one  bank  alone,  we  found  several  donors  who 
did  not  undergo  all  required  testing.   In  addition,  other  donors 
were  identified  whose  semen  had  been  used  in  insemination,  but 
who  were  known  to  have  unacceptable  test  results  or  who  proved  to 
be  positive  or  potentially  infected  on  follow-up  testing, 
including:  one  donor  positive  for  hepatitis  B  surface  antigen,  an 
indicator  of  infectivity  for  hepatitis  B;  one  donor  positive  for 
antibodies  to  hepatitis  C  virus;  donors  positive  for  hepatitis  B 
core  antibodies,  another  indicator  of  potential  hepatitis  B 
infections;  and  donors  with  elevated  alanine  aminotransferase,  a 
liver  enzyme  which,  when  elevated,  is  associated  with  viral 
hepatitis.   This  problem  of  inadequate  screening  of  directed 
donors  was  identified  at  multiple  banks. 

Another  possible  problem  is  the  release  and  use  of 
misidentif ied  specimens.   Two  cases  were  documented  in  New  York 
in  which  the  wrong  specimens  from  client  depositors  (men  storing 
semen  for  insemination  of  their  intimate  partner)  were  released. 
This  resulted  in  offspring  with  biological  fathers  other  than  the 
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intended  donors.   One  of  these  is  the  highly  publicized  case  of 
the  birth  of  a  biracial  child.   Both  of  these  cases  occurred 
prior  to  the  adoption  of  regulatory  standards  in  New  York  and 
illustrate  the  need  for  stringent  recordkeeping  and  labelling 
standards  for  all  tissue  specimens. 

In  other  tissue  banking  areas,  one  of  the  particularly 
problematic  cases  identified  concerned  a  stem  cell  bank  that 
transplanted  the  wrong  component,  giving  the  ABO-incompatible  red 
cells  that  had  been  removed  from  the  bone  marrow  rather  than  the 
marrow  itself.   Had  the  marrow  not  been  retrievable,  the  patient, 
who  had  already  undergone  ablative  therapy,  could  have  died  from 
lack  of  an  immune  system.   One  surgical  bone  bank  was  identified 
in  which  donors  underwent  no  follow-up  testing,  thus  potentially 
increasing  the  small  risk  of  disease  transmission.   Prior  to 
adoption  of  New  York  State's  regulations,  25  autologous  skull 
fragments  intended  for  replacement  following  neurosurgical 
procedures  were  accidently  discarded  during  a  hospital 
renovation. 

Regarding  non-transplant  tissue,  the  New  York  program  has 
found  tissues  removed  for  education  or  research  purposes  when 
donor  consent  had  been  given  only  for  transplant  purposes  or  when 
consent  was  totally  absent.   In  addition,  records  did  not  detail 
disposition  of  tissue  and  body  parts,  and,  in  some  cases,  bodies 
that  were  to  be  returned  for  burial  were  not.   A  comprehensive 
program  should  include  a  requirement  of  accountability  for  all 
bodies  and  body  parts  whether  used  for  transplant  or  not,  and 
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informed  consent  for  all  donations  regardless  of  purpose. 
Implementation  of  a  comprehensive  tissue  bank  oversight  program 
can  be  costly,  but  a  program  must  be  adequately  funded  in  order 
to  be  effective.   Funding  for  the  initiation  phase  of  the  program 
must  be  assured.   Since  transmission  of  disease  from  treated 
tissues  such  as  processed  bone  is  unlikely,  resources  would  be 
most  appropriately  focused  on  those  tissues  that  carry  the 
greatest  risks.   However,  a  comprehensive  program  must  evaluate 
all  types  of  facilities  engaged  in  tissue-related  activities. 
The  attached  table  enumerates  the  different  types  of  tissue  banks 
in  New  York  State,  which  may  be  helpful  in  projecting  the  total 
number  of  facilities  nationwide.   Limited  tissue  procurement 
services,  as  described  in  the  table,  are  entities  that  obtain 
donor  consent  but  do  not  retrieve  tissue.   The  ten  tissue  storage 
facilities  are  not  necessarily  unique  types  of  facilities;  some 
may  also  be  classified  in  other  categories.   Non-transplant 
anatomic  banks  include  facilities  that  collect  tissue  solely  for 
educational  and  research  purposes.   Eight  is  not  necessarily  an 
all-inclusive  number,  since  not  all  such  facilities  have  been 
licensed  as  yet.    A  mechanism  to  ensure  documentation  of 
disposition  of  all  tissues  must  be  established  and  enforced  so 
that  the  donor  may  be  traced  in  case  of  adverse  outcome,  and  all 
recipient  outcomes  reviewed  as  necessary.   Actual  licensure  of 
each  transplantation  facility  may  not  be  necessary,  but 
registration  for  tissue  tracking  purposes  is  essential. 

Coordination  of  oversight  efforts  at  the  federal  level  might 


375 


Linden-6 
best  be  effected  in  consultation  with  the  states,  particularly 
those  such  as  New  York,  California  and  Florida,  which  operate 
tissue  bank  oversight  programs.   While  uniform  national  minimum 
standards  would  benefit  both  recipients  and  the  industry,  it  is 
necessary  that  states  continue  to  have  independent  enforcement 
powers  and  retain  the  ability  to  set  higher  standards  if  local 
circumstances  so  require. 

In  developing  a  credible  program,  any  advisory  board  must 
hold  sufficient  expertise  in  tissue  banking  and  transmissible 
diseases  to  offer  informed  and  competent  advice  in  this 
technically  complex  and  rapidly  changing  field. 

He  commend  your  efforts  to  address  this  important  public 
health  area.   Tissue  banking  is  a  rapidly  changing  field  in  need 
of  federal  oversight  and  establishment  of  uniform  minimum 
standards.   It  is  necessary  to  balance  the  potentially 
deleterious  effects  of  imposing  standards  on  the  tissue  supply 
against  the  proven  benefits  of  such  standards.   It  must  be 
acknowledged  that  since  some  tissues  are  in  short  supply 
patients'  health  could  be  adversely  affected  if  overly 
restrictive  regulations  diminish  that  supply.   This  has  not  been 
observed  in  New  York,  but  is  a  concern.   The  cost  of  the 
regulations,  in  terms  of  both  user  fees,  if  euiy,  and  increased 
operating  expenses  to  comply  with  standards,  needs  to  be 
considered  as  well,  and  weighed  against  the  benefits. 

The  issue  of  fees  for  tissue  services  merits  consideration. 
New  York  State  law  prohibits  the  sale  of  tissue,  as  well  as 
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organs,  for  valuable  consideration.   It  is  necessary  to  consider 
whether  tissue  banks  may  be  for-profit  entities  and  how  fees 
should  be  regulated,  if  at  all. 

The  benefits  of  standards  and  oversight  are  clear.   The  New 
York  State  program  has  identified  several  cases  in  which 
unsuitable  donors  have  been  rejected  by  adherence  to  rigorous 
standards.  However,  any  regulatory  scheme  developed  must  remain 
flexible  enough  to  adapt  quickly  to  changes  in  this  field. 

In  conclusion,  our  specific  comments  on  the  proposed  bill 
are  limited.   It  appears  to  be  a  good  approach,  and  the 
definitions  seem  appropriate.   Exemption  from  oversight  of 
surgical  autografts  that  are  not  stored  is  appropriate  based  on 
New  York  State  program  experience.   The  intent  of  Section 
545(b) (2)  is  not  clear.   An  adjective  appears  needed  to  describe 
"appropriate  recovery"  or  "safe  recovery"  of  tissue.   Also,  it 
should  be  noted  that  not  all  tissue  donors  would  be  deceased, 
even  if  reproductive  tissues,  stem  cells  and  human  milk  are 
regulated  through  another  mechanism.   For  example,  there  are 
living  surgical  bone  donors,  usually  of  femoral  heads,  and 
autologous  tissues  are  not  infrequently  stored  during 
neurosurgical  and  vascular  procedures.   It  may  be  necessary  to 
set  separate  standards  for  living  tissue  donors  and  tissue 
procurement  from  living  donors.   For  Section  545(b)(7), 
additional  language  regarding  adverse  effects  may  be  desirable, 
since  transmission  of  disease  would  not  generally  be  considered 
"failure"  of  a  tissue  allograft. 
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I  am  submitting  for  the  record  copies  of  the  New  York  State 
Transplant  Law  (Article  4  3-B) ,  regulations  pertinent  to  tissue 
banks  (Part  52  of  Title  10  of  New  York  Codes,  Rules  and 
Regulations)  and  the  New  York  State  Task  Force  on  Life  and  the 
Law's  report,  "Transplantation  in  New  York  State:  The  Procurement 
and  Distribution  of  Organs  and  Tissues .  ■* 

Thank  you  for  this  opportunity  to  comment  on  this  important 
area  of  public  health  significance. 
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WADSWORTH  CENTER  FOR  LABORATORIES  AND  RESEARCH 

TISSUE  RESOURCES  PROGRAM 


Tissue  Banks  Licensure  in  New  York  State 


CATEGORIES  OF  LICENSURE 


FACILITIES  APPROVED  OR 
APPLIED-PENDING 


Comprehensive  Tissue 
Procurement  Services 


52 


Eye  Banks 


Gamete  Banks 
Semen  only 
Oocytes  only 
Semen  and  Oocytes 


24 

11 

9 

4 


Stem  Cell  Banks 


13 


Human  Mi  1 k  Banks 


Other 


j  Limited  Tissue 

1   Procurement  Services 

221 

1  Insemination/Impljuitation 
1   Sites 

161 

i 

Transplantation  Facilities 

110 

Tissue  Storage  Facilities 

10 

Non- transplant  Anatomic  Baink    ;              8 

Total*                      1             475 

*  Some  facilities  are  counted  in  multiple  categories 
October  14,  1993 
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Mr.  Chairman,  thank  you  for  the  opportunity  to  testify  today  on 
the  regulation  of  human  tissue  products.  Accompanying  me  today 
are  Jur  Strobos  from  the  Office  of  Policy,  Janet  Woodcock, 
Director,  Office  of  Therapeutics  Research  and  Review  within  the 
Center  for  Biologies  Evaluation  and  Research,  and  Ann  Wion  from 
the  Office  of  General  Counsel. 

Let  me  begin  by  saying  we  appreciate  your  initiative  on  this 
significant  public  health  issue.   We  have  reviewed  your  draft 
legislation,  and  I  am  pleased  to  be  here  today  to  discuss  our 
thinking  about  how  best  to  achieve  the  goal  of  proper  oversight 
of  tissues  and  tissue  banking. 

PUBLIC  HEALTH  BACKGROUND 

Before  I  discuss  the  substantive  issues  before  the  Committee 
today,  allow  me  to  describe  some  of  the  events  that  have  led  to 
this  hearing. 

For  decades  the  private  sector  has  made  a  concerted  effort  to 
develop  a  unique  regulatory  program  for  tissue  products.   Indeed, 
the  industry  has  already  succeeded  in  establishing  a 
comprehensive  voluntary  regulatory  program.   In  1976,  the  tissue 
banking  industry  established  a  trade  association,  the  American 
Association  of  Tissue  Banks.   Virtually  since  its  founding  day. 
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the  AATB  has  advocated  the  development  of  a  regulatory  program 
specifically  for  tissue  banking  so  that  the  public  served  by  its 
members  can  be  assured  that  the  products  are  as  safe  and 
effective  as  possible.   The  Eye  Bank  Association  of  America, 
founded  in  1963,  has  similarly  established  an  extensive  voluntary 
accreditation  system  based  on  standards  that  have  been  developed 
in  concert  with  the  American  Academy  of  Ophthalmology.   The  Eye 
Bank  Association  has  long  advocated  that  their  accreditation 
system  become  a  federally  mandated  and  enforced  one.   Many  groups 
have  advocated  Federal  regulation  of  semen  banks,  especially 
since  a  report  in  1985  of  transmission  of  AIDS  from  artificial 
insemination. 

Congress  has  also  shown  a  keen  interest  in  tissue  recovery  and 
transplantation,  extensively  debating  the  need  for  oversight 
during  the  consideration  of  the  National  Organ  Transplant  Act  of 
1984.   This  eventually  led  to  an  important  law  prohibiting  the 
buying  and  selling  of  human  tissue. 

The  Public  Health  Service  became  deeply  involved  and  concerned 
with  tissue  transplantation  following  reports,  in  1991,  from  the 
Centers  for  Disease  Control  and  Prevention  that  HIV  had  been 
transmitted  through  transplantation  of  organs  and  bone  from  an 
HIV-infected,  but  seronegative  donor.   Since  then,  the  Public 
Health  Service  has  been  in  the  forefront  of  developing  public 
policy  on  the  issue  of  appropriate  infectious  disease  controls 
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for  tissue  transplantation.   The  Office  of  the  Assistant 
Secretary  for  Health  convened  a  Work  Group  in  May  of  1991  to 
evaluate  the  type  of  federal  oversight  needed  for  the  entire 
array  of  human  materials  used  in  medical  therapy.   The  Work  Group 
report  was  issued  on  July  18,  1991.   They  concluded  the  risk  of 
serious  infectious  disease  transmission  was  quite  low,  but  did 
recommend  that  PHS  revise  its  guidelines  on  organ  and  tissue 
donor  screening,  testing  and  recordkeeping.   On  March  8  of  this 
year,  the  U.S.  Public  Health  Service  announced  the  availability 
of  the  revised  draft  guidelines  on  the  prevention  of  transmission 
of  HIV  through  transplantation  of  human  tissues  and  organs. 

The  Work  Group  also  concluded  that,  with  these  recommended 
modifications,  current  oversight  with  regard  to  organs  and  bone 
marrow  was  adequate.   The  Work  Group  recommended,  however, 
further  Investigation  into  the  appropriate  level  of  oversight  for 
tissue  transplantation. 

A  public  hearing  on  this  subject  was  held  on  October  16,  1991. 
Organizations  from  industry  participated  and  supported  a  baseline 
of  new  federal  regulation.   As  part  of  this  effort,  the  Office  of 
the  Assistant  Secretary  for  Health  formally  asked  FDA  to  explore 
different  approaches  to  federal  oversight,  including  using 
current  statutory  authorities,  designing  new  authority,  or 
enhancing  existing  voluntary  systems  with  a  system  of  federal 
enforcement  controls.   FDA  has  carefully  evaluated  options  and 
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believes  that  new  legislative  authority  could  address  the  public 
health  needs. 

There  are  four  areas  of  concern  that  should  be  addressed  in 
considering  the  substance  of  a  federal  regulatory  program  for 
tissue  transplantation.   First,  there  are  concerns  with  regard  to 
the  transmission  of  infectious  disease  through  transplanted 
tissue.   Second,  there  are  concerns  about  both  quality  and  safety 
of  transplanted  tissues  which  are  being  used  in  an  ever-growing 
number  of  Americans.   Third,  the  growth  of  the  industry  has  been 
accompanied  by  emerging  commercialization,  promotion,  and 
advertising.   Finally,  there  is  a  critically  important  policy 
question  that  relates  to  commercialization  of  products  obtained 
from  altruistic  donations. 

We  would  like  to  focus  our  testimony  on  how  these  four  areas  of 
concern  have  affected  our  thinking  about  regulation,  including 
possible  components  of  an  effective  and  efficient  system  of 
federal  oversight. 

RESOURCE  ISSUES 

But  first,  there  is  an  overriding  issue  that  must  be  addressed  if 
the  program  you  envision  or  any  new  program  is  to  succeed. 

As  a  society,  we  must  balance  the  benefits  that  would  clearly 
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accrue  from  allocating  resources  to  tissue  regulation  against 
using  the  resources  to  address  other  risks.   A  new,  more 
systematic  approach  to  tissue  regulation  as  envisioned  in  your 
draft  bill  will  require  new  resources.   It  will  do  little  good  to 
enact  a  statute  or  launch  a  program  without  the  resources  to 
establish  the  program  and  sustain  the  program  over  time.   We  are 
looking  at  what  it  would  cost  in  dollars  and  personnel  to 
establish  a  tissue  program,  and  we  will  be  working  closely  with 
our  colleagues  in  the  executive  branch  and  with  the  Congress  to 
assure  that  we  develop  a  resource  plan  for  tissue  regulation  at 
the  same  time  we  develop  a  substantive  regulatory  framework.   The 
two  must  go  hand  in  hand. 

We  believe  that  any  new  statutory  framework  should  make  the  most 
efficient  possible  use  of  federal  resources,  for  example,  by 
relying  where  possible  on  private  accreditation  bodies  to  review 
applications  and  monitor  compliance. 

We  believe  user  fees  should  be  strongly  considered  as  a  funding 
mechanism  and  bear  the  majority  of  the  cost.   The  standard 
setting  and  other  functions  of  a  federal  oversight  program  would 
provide  real  value  to  the  tissue  banking  community  in  terms  of 
public  credibility  and  a  level  playing  field,  and  it  is  fair  to 
ask  that  community  to  bear  the  cost. 

We  would  be  very  reluctant  to  support  any  new  tissue  legislation 
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that  does  not  address  the  resource  need,  and  we  look  forward  to 
working  with  you  and  other  members  on  this  critical  aspect  of  the 
challenge  we  face  in  assuring  proper  federal  oversight  of  tissue 
banking. 

In  addition  to  federal  resources,  it  is  important  to  consider  the 
impact  within  the  health  care  system.   User  fees,  and  the  costs 
I   incurred  in  improving  manufacturing  to  meet  federal  standards, 
will  result  in  not  only  a  level  playing  field  for  members  of  the 
tissue  industry,  but  also  increased  costs  for  consumers.   While 
we  have  concerns  that  regulation  not  directly  impair  the 
availability  of  beneficial  tissues,  increased  costs  can  also  have 
an  indirect  effect  on  access  to  health  care  commodities.  Any 
program  should  also  be  designed  with  consideration  of  the  impact 
on  access  to  beneficial  medical  products.   Any  legislation  that 
this  Committee  may  consider  for  strengthening  the  regulation  of 
tissue  banking  will  have  to  be  thoroughly  examined  for  its  impact 
on  the  broad  health  care  reforms  under  consideration. 

Public  Health  Concerns 

Let  me  illustrate,  with  some  examples,  the  four  major  areas  of 
public  health  concern  that  have  arisen. 

1^   Infectious  Disease  Concerns 
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The  risk  of  infectious  disease  transmission  is  inherent  in  the 
transplantation  of  human  tissue,  and  careful  controls  must  be  in 
place  to  minimize  the  risk.   The  voluntary  controls  now  in  place 
under  the  auspices  of  private  organizations  are  working 
reasonably  well,  but  their  application  is  not  universal  and  there 
is  no  formal  public  accountability  or  enforcement.   Thus,  while 
the  actual  risk  of  infectious  disease  transmission  is  quite 
small,  most  experts  agree  the  risk  can  be  best  minimized  by 
assuring  universal  compliance  with  regard  to  donor  screening, 
testing  and  recordkeeping. 

Several  tissue  bank  directors  have  been  solicited  by  individuals 
offering  to  sell  tissue  that  originates  from  other  countries. 
Generally,  these  contacts  have  been  unwilling  to  declare  the 
actual  source  of  the  tissue,  to  provide  documentation  as  to  the 
cause  of  death,  the  medical  records  of  the  donor,  the  results  of 
donor  screening  and  testing,  or  to  furnish  samples  of  donor  serum 
for  testing.   Importation  of  such  tissue  would  increase  the  risk 
of  infectious  disease  transmission. 

Zj.       Safety  and  Quality  Concerns 

There  are  crucial  safety  issues  other  than  infectious  disease 
transmission  that  need  to  be  considered  in  establishing  a  new 
regulatory  framework  for  tissues.   Tissues  are  surgically 
implanted  or  otherwise  administered  to  patients  with  the 
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expectation  that  they  will  perform  effectively.   Damaged  or 
deteriorated  tissues  should  not  be  accepted  for  processing.   In 
addition,  improper  handling  of  tissues  can  introduce  damage  or 
contaminants. 

For  example,  many  tissue  banks  were  employing  processing 
technology  that  used  ethylene  oxide  as  a  means  to  achieve  partial 
sterilization  of  tendon  materials.   Ethylene  oxide  residues,  and 
residues  of  degradation  products,  are  potent  biologic  toxins. 
FDA  actively  regulates  medical  devices  for  the  presence  of  such 
residues  in  implantable  materials  and  International  standards 
organizations  have  also  set  allowable  limits  for  these  residues 
in  implantable  medical  devices.   Recently,  however,  reports  have 
surfaced  in  the  medical  literature  that  document  the  presence  of 
harmful  ethylene  oxide  degradation  residues  in  the  knee  joints  of 
young  people  who  had  undergone  allograft  tendon  replacement  for 
the  treatment  of  ruptured  anterior  cruciate  ligaments,  an 
athletic  injury.   The  reports  indicated  that,  not  only  were  the 
residues  in  the  joint  fluid  and  surrounding  tissue  in  excess  of 
recommended  limits  for  manufactured  products  or  human  exposure, 
but  that  allograft  tendons  treated  with  ethylene  oxide  had  a  high 
rate  of  dissolution. 

In  our  recent  review  of  heart  valve  allograft  protocols 
permitting  continued  distribution  in  the  absence  of  premarket 
approval  applications,  the  agency  noted  a  wide  variety  of 
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industry  practices  with  regard  to  the  time  after  donor  death  at 
which  recovery  was  permitted,  the  number  and  extent  of  valve 
defects  that  would  be  permitted  on  acceptable  products,  the 
number  and  kind  of  processing  techniques  applied,  and  the 
materials  used  in  storage,  transport,  and  shipping.   FDA  has  had 
to  require  recordkeeping  and  compliance  with  many  other  aspects 
of  current  good  manufacturing  practices.   In  developing  a  new 
program  for  tissues,  we  believe  we  must  be  able  to  address  those 
concerns  and  continue  to  provide  adequate  assurances  of  safety 
and  quality  for  allograft  heart  valves,  even  during  an 
implementation  phase. 

li    Emerging  Commercialization 

The  advent  of  commercialization  has  resulted  in  the  development 
of  promotional  practices  for  human  tissue  materials  that  are  not 
as  fair  and  balanced  as  is  required  for  other  medical  products. 
The  agency  is  aware  of  discussion  in  the  scientific  community  of 
the  absence  of  data  on  the  effectiveness  of  some  tissue  materials 
that  are  being  promoted  for  use  in  humans.   For  example,  a  recent 
advertisement  in  the  annual  meeting  newsletter  of  the  American 
Academy  of  Orthopedic  Surgeons  promoted  the  use  of  replacement 
allograft  menisci  in  knees  of  young  athletes.   In  contrast,  a 
scientific  paper  presented  at  the  same  meeting  stressed  the  lack 
of  evidence  of  effectiveness  of  this  product  and  the  unavoidable 
and  serious  risks  associated  with  the  use  of  frozen  human  tissue. 
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Additionally,  much  of  the  labeling  in  current  use  provides  little 
information  about  risks  associated  with  tissue  transplantation. 
We  have  already  seen  examples  of  tissue  banks  providing 
promotional  materials  for  tissue  products  that  can  exaggerate 
their  benefits  and  that  do  not  provide  balanced  information  with 
regard  to  risks.   Promotion  of  products,  within  the  limits  of 
approved  labeling,  can  be  a  useful  way  to  remind  and  educate 
physicians  about  product  uses. 

4.:.   Maintaining  Altruistic  Donation 

Human  tissues  are  different  from  most  therapeutic  products:  the 
starting  point  for  these  materials  is  the  altruistic  donation  by 
recently  bereaved  families.   It  is  critical  that  whatever  we  do 
in  this  area  that  we  do  not  forget  that  without  the  public's 
willingness  to  voluntarily  provide  tissue,  none  of  the  health 
benefits  that  come  from  using  tissue  would  be  realized. 
Therefore  we  must  design  a  system  the  public  supports.   As  we 
mentioned  earlier.  Congress,  sensitive  to  this,  enacted  a  ban  on 
the  buying  and  selling  of  human  tissue  as  part  of  the  National 
Organ  Transplant  Act  of  1984.   In  doing  so.  Congress  sought  to 
preserve  the  special  status  of  these  gifts.   Any  legislation 
governing  tissue  transplantation  should  build  on  that  approach. 
While  processors  should  be  able  to  recoup  costs  including  return 
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on  investment,  or,  in  some  cases,  profit,  there  must  be  no  profit 
associated  with  the  donated  tissue  itself. 

Studies  of  altruism  show  the  more  perceptible  and  tangible  the 
relationship  between  the  voluntary  act  and  the  benefit,  the  more 
likely  the  altruistic  act  is  fostered.   Federal  regulatory 
oversight  and  consequent  safe,  reliable,  and  useful  tissue 
materials  can  thus  encourage  altruism. 

The  role  of  altruism  in  tissue  donation  also  has  implications  for 
the  nature  of  the  regulatory  program.   Broadly  applicable  public 
standards  provide  the  public  with  maximum  information.   Under 
public  standards,  each  the  non-profit  tissue  bank  can  continue  to 
function  without  having  to  spend  scarce  resources  to  develop 
their  o*m  proprietary  data  to  support  what  others  are  doing.   On 
the  other  hand,  there  should  be  some  incentive  for  tissue  banks 
and  for-profit  enterprises  to  invest  in  the  development  of  new 
and  useful  innovations  in  technology.   Consideration  should  be 
given  to  allow  confidential  submission  of  proprietary 
information. 

LEGISLATIVE  FRAMEWORK 

Historically,  FDA  has  regulated  human  tissues  on  a  case-by-case 
basis,  as  a  public  health  need  was  identified,  under  existing 
statutory  authority.   Blood,  which  has  been  regulated  for  decades 

11 


391 


under  the  Federal  Food,  Drug,  and  Cosmetic  Act  and  the  Public 
Health  Service  Act,  was  one  of  the  first  to  be  addressed  and 
several  other  tissues  have  been  regulated  under  the  1976  Medical 
Device  Amendments,  including  corneal  lenticules  (corneas  used  to 
correct  rather  than  restore  vision) ,  dura  mater  allografts  (brain 
membrane  material) ,  heart  valve  allografts,  skin  and  bone 
products  that  are  processed  in  ways  other  than  to  only  reduce 
infectivity  or  preserve  tissue  integrity,  and  umbilical  cord  vein 
grafts. 

Systematic  regulatory  oversight  of  these  materials  under  a 
statutory  program  should  include  enforcement.   We  must  take  into 
account  the  particular  attributes  of  transplanted  human  tissues, 
including  their  altruistic  donation,  the  non-profit  nature  of 
much  of  the  industry,  and  the  long  history  of  professional  use. 
Thus,  regulatory  oversight  must  be  specially  tailored  to  strike 
the  correct  balance  between  assuring  safety,  quality,  and 
utility,  and  maintaining  continued  availability  of  beneficial 
tissues. 

Issues  that  should  be  considered  in  any  prospective  legislation 
include:  (1)  a  minimum  baseline  of  requirements  all  tissue  banks 
would  have  to  meet;  (2)  FDA  phase-in  of  additional  standards  or 
controls  and  oversight  over  time  and  only  as  needed  to  protect 
the  public  health;  (3)  less  reliance  on  product  specific 
approvals  and  more  on  generally  applicable  public  standards;  (4) 
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taking  full  advantage  of  private  sector  expertise;  and  (5) 
recognition  of  the  unique  altruistic  source  of  tissue  materials 
while  preserving  some  incentive  for  investment  in  beneficial  innovatic 

DRAFT  LEGISLATION 

Mr.  Chairman,  your  draft  legislation  contains  provisions  that 
would  address  many  of  the  concerns  we  have  regarding  tissue 
transplantation  and  tissue  banking.   I  would  now  like  to  discuss 
some  of  the  elements  in  your  bill. 

!•    A  definition  of  "banked  human  tissue." 

Banked  human  tissue  should  be  carefully  defined  so  that  the  new 
framework  encompasses  human  tissue  intended  for  therapeutic  use 
in  humans  that  has  been  processed  only  to  preserve  tissue 
integrity  or  reduce  infectivity  or  both.   This  definition  should 
include  a  wide  array  of  medically  valuable  materials  handled  in 
tissue  banking  today,  such  as  corneas,  bone,  tendons,  cartilage, 
skin,  fascia,  and  ligaments,  but  strong  consideration  should  also 
be  given  to  including  reproductive  tissue.   The  definition  should 
exclude  tissues  that  have  been  processed  in  a  manner  intended  to 
alter  the  structural  or  functional  characteristics  of  the  tissue. 

FDA  also  supports  expressly  excluding  vascularized  organs  from 
the  definition  of  banked  human  tissue.   The  organ  transplant 
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system  is  currently  supervised  by  the  Health  Resources  and 
Services  Administration  and  should  be  left  separate. 

Likewise,  FDA  favors  exclusion  of  minimally  processed  bone  marrow 
for  use  in  unrelated  recipients,  since  the  Public  Health  Service 
is  already  developing  regulations  under  Public  Law  101-616. 

2 .  Procurement  and  Human  Tissue  Banks 

As  your  draft  bill  contemplates,  to  assure  public  accountability 
and  universal  compliance,  there  should  be  direct  federal 
oversight  of  tissue  procurement  practices,  including  importation. 

3 .  Registration /Permits /Accreditation  Bodies 

We  urge  that  registration  of  tissue  banks  is  a  necessary  starting 
point  for  assuring  compliance  with  federal  standards  for 
facilities  that  procure,  process,  store,  or  distribute  banked 
human  tissue. 

Federal  operating  permits  can  assure  compliance  with  federal 
standards.   Two  different  means  for  acquiring  a  federal  operating 
permit  could  be  considered:   (1)  directly  from  FDA  based  on  a 
demonstration  that  applicable  standards  have  been  met;   or  (2) 
through  an  accrediting  body  that  is  properly  supervised  through  a 
federal  approval  process.   In  addition,  provisions  could  be  made 
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to  allow  an  exemption  from  the  regulations  to  conduct  clinical 
studies.   Your  draft  bill  permits  submission  of  proprietary 
information  to  obtain  an  operating  permit.   We  would  expect, 
however,  the  great  majority  of  permits  to  be  issued  on  the  basis 
of  public  standards. 

4.  Standards 

Your  draft  recognizes  an  essential  component  of  a  legislative 
strategy  and  the  basis  for  the  aforementioned  permits  is  the 
sequential  implementation  of  regulatory  public  standards 
governing  the  public  health  issues  that  we  have  discussed 
earlier.   Such  an  approach  would  involve  the  federal  government 
setting  public  standards  governing  (1)  infectious  disease 
transmission;  (2)  good  tissue  banking  practices;  and  (3) 
labeling,  advertising,  and  promotion,  as  needed. 

5.  Enforcement 

There  should  be  adequate  enforcement  tools  to  ensure,  in  an 
efficient  manner,  universal  compliance  with  tissue  banking 
standards . 

CONCLUSION 
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While  there  are  many  details  to  discuss  in  a  legislative  process 
on  this  issue,  your  draft  bill,  Mr.  Chairman,  contains  most  of 
the  basic  elements  that  we  would  view  as  constituting  a  minimum 
workable  plan  for  establishing  and  enforcing  tissue  banking 
standards.   We  look  forward  to  working  with  your  staff  and  the 
Committee  members  on  these  issues. 

FDA  takes  this  issue  very  seriously  and  considers  it  an  area  that 
deserves  thoughtful  policy  development.   In  closing  I  must  stress 
again  the  issue  of  resources.   No  matter  how  ideally  crafted,  no 
matter  how  well  designed,  no  statute  providing  for  federal 
oversight  of  human  tissues  will  succeed  in  its  purpose  unless 
adequate  resources  are  dedicated  to  its  implementation.   I  would 
be  happy  to  answer  any  (questions  you  may  have. 
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DEPARTMENT  OF  HEALTH  &  HUMAN  SERVICES 


Public  HMlth  S«nict 


Food  And  Drug  Adminittration 
Rockville  MO  20857 


July  29,  1993 


The  Honorable  Ron  Wyden 

Ch^vlrman,  Subcommittee  on  Regulation, 

Business  Opportunities,  and  Technology 
Committee  on  Small  Business 
House  of  Representatives 
Washington,  D.C.   20515-6318 

Dear  Mr.  Wyden: 

The  Secretary  of  Health  and  Human  Services  has  asked  me  to 
respond  to  the  questions  posed  in  your  letter  of  April  19,  1993, 
with  respect  to  human  tissue  for  medical  use.   Let  me  emphasize 
at  the  start  that  transmission  of  infectious  diseases  through 
tissue  transplantation  has  been  quite  rare  and,  thus,  is  not  a 
major  threat  to  the  public  health.   This  is  due  in  part  to 
government  regulation  of  the  blood  supply,  as  well  as  federal 
laws  governing  solid  organ  and  bone  marrow  transplantation. 
Nevertheless,  we  do  have  some  concerns  about  certain  aspects  of 
the  tissue  banking  industry  in  the  United  States,  and  believe 
that  the  public  health  would  be  better  served  if  we  were  to 
develop  procedures  to  further  ensure  patient  safety  as  well  as 
the  efficacy  of  transplanted  tissues. 

Before  responding  to  your  specific  questions,  I  believe  some 
comments  on  differences  between  organ  and  tissue  transplantation 
may  be  helpful.   Tissue  transplantation  differs  from  solid 
vascularized  organ  transplantation  in  several  important  ways. 
Organ  transplants  are  virtually  always  in  response  to  life- 
threatening  illnesses,  and  are  directly  transplanted  to 
recipients.   Tissue  transplants  usually  are  not  in  response  to 
life-threatening  illnesses,  and  tissues  intended  for 
transplantation  are  often  stored  and  used  at  a  later  date.   Also, 
since  organ  donors  must  meet  stricter  eligibility  criteria  than 
tissue  donors,  the  number  of  potential  tissue  donors  greatly 
exceeds  that  for  organ  donation. 

Finally,  as  you  know,  the  National  Organ  Transplant  Act  was 
enacted  in  1984.   Through  this  Act  and  its  subsequent  amendments, 
extensive  federal  programs  have  been  established  to  oversee  both 
organ  and  bone  marrow  transplantation.   Although  debated  as  part 
of  the  original  1984  Act,  no  similar  program  has  ever  been 
enacted  for  tissue  transplantation.   Partly  as  a  result,  tissue 
recovery  and  transplantation  practices  are  currently  unevenly 
regulated. 

The  Food  and  Drug  Administration  (FDA)  considered  active 
regulation  of  all  human  tissue  materials  as  medical  products  in 
the  early  1980s,  but  was  unable  to  identify  adequate  agency 


397 


Page  2  -  The  Honorable  Ron  Wyden 

resources  to  ensure  that  establishing  a  regulatory  systea  would 
provide  a  net  benefit  for  patients.   Consequently,  regulation  of 
human  tissue  has  been  undertaken  by  FDA  on  a  case-by-case  basis 
in  response  to  demonstrated  public  health  need.   As  you  know,  FDA 
currently  regulates  blood,  blood  derivatives,  and  other 
biological  products  at  our  Center  for  Biologies  Evaluation  and 
Research;  allograft  dura  mater,  heart  valves,  and  corneal 
lenticules  are  regulated  by  our  Center  for  Devices  and 
Radiological  Health. 

I  have  enclosed  responses  to  your  questions,  which  I  hope  are 
helpful.   We  look  forward  to  exploring  many  of  these  issues  with 
you  and  the  interested  community,  including  future  patients,  not 
for-profit  as  well  as  for-profit  organizations,  tissue  banks,  and 
medical  professionals.   Clearly,  a  resolution  of  the  many 
complicated  issues  involved,  such  as  whether  additional 
regulatory  burdens  and  costs  will  outweigh  the  enhanced  safety 
likely  to  be  gained,  can  only  be  addressed  after  thorough  and 
thoughtful  consideration. 


Sliiserely  yours. 


Kessler 
/  Commissioner  of  Food  and  Drugs 
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Responses  to  Questions  on  Human  Tissue  for  Medical  Use 
in  April  19.  1993.  Letter  from  Chairman  Wyden 

Question:   Does  the  Department  agree  that  donor  screens  existing 
within  the  domestic  tissue  recovery  and  distribution  system  are 
sufficient  to  provide  reasonable  safety  from  infectious,  blood- 
borne  disease  such  as  HIV  and  hepatitis? 

Response:   Despite  the  growth  of  this  industry,  the  magnitude  of 
the  risk  from  infectious  disease  transmission  appears  to  be  quite 
small,  based  upon  past  experience.   Moreover,  new  Public  Health 
Service  guidelines  will  add  state-of-the-art,  standardized 
approaches  to  reduce  further  the  risk  of  infectious  blood-borne 
diseases.   In  addition,  both  the  Eye  Bank  Association  of  America 
and  the  American  Association  of  Tissue  Banks  have  developed 
voluntary  accreditation  programs.   These  programs  offer  on-site 
accreditation  and  certification  inspections  available  to  most 
tissue  and  eye  banks.   Standards  cover  such  topics  as  donor 
screening  and  testing,  competence  of  personnel,  record-keeping, 
reporting  of  adverse  events,  and  quarantine  of  frozen  tissue  so 
that  repeat  testing  can  be  performed. 

Question:   Are  additional  measures,  mandated  and/or  overseen  by 
public  agencies  needed? 

Response:  Although  imposition  of  additional  measures  aimed  at 
infectious  disease  transmission  might  reduce  further  the  already 
small  domestic  risk,  the  costs  of  such  safety  requirements  would 
be  significant.  Before  engaging  in  such  an  effort,  we  believe 
that  we  should  look  beyond  the  core  safety  question  posed  by  the 
risk  of  infectious  disease  transmission  to  other  critical  public 
health  issues,  such  as  efficacy. 

Question:   If  you  are  assured  that  there  is  sufficient  safety 
within  the  domestic  tissue  processing  industry,  are  you  similarly 
assured  of  the  safety  of  human  tissues  which  may  derive  from 
foreign  sources? 

Response:   The  voluntary  accreditation  programs  described  above 
do  not  apply  to  materials  that  originate  from  foreign  sources. 
FDA  does  not  have  comprehensive  or  statistically  valid 
information  about  donor  screening  and  testing  for  foreign 


f 


-399 


materials.   However,  at  a  hearing  before  the  Public  Health 
Service  Work  Group  on  Tissue  Transplantation,  in  October  of  1991, 
Dr.  Hurwitz  of  LifeNet  Transplant  Services  testified  as  follows: 

Allograft  tissue  is  being  sold  in  this  country  by  medical 
service  companies  that  has  been  procured  and  processed 
outside  the  country.  .  .  .  Questions  regarding  the  safety  of 
imported  tissue  continue  to  loom:   Do  European  tissue 
banking  systems  adhere  to  standards  intended  to  protect 
recipients?  If  so,  what  are  these  standards?  Where  do  these 
donors  come  from?  What  are  the  infectious  disease 
screening  techniques  used?  Marketing  materials,  classically 
referred  to  as  'labelling  materials'  by  the  FDA  are 
sometimes  misleading.   Safety  and  effectiveness  claims  may 
be  exaggerated,  or  simply  erroneous.  ...  We  are  personally 
aware  of  at  least  five  consecutive  clinical  cases  in  which 
tissue  procured,  processed  and  sold  by  a  foreign  company  was 
used  by  a  neurosurgeon  for  stabilization  of  the  cervical 
spine.   X-rays  obtained  on  these  patients  less  than  two 
weeks  post-operatively  revealed  graft-associated 
abnormalities,  including  fracture  and  extrusion  which 
required  semi-urgent  surgical  intervention  to  correct. 

Recently,  FDA  received  a  copy  of  a  solicitation  addressed  to  a 
U.S.  tissue  bank  from  a  tissue  bank  in  the  former  Soviet  Union. 
The  solicitation  indicates  that  the  tissues  being  offered  in  the 
former  Soviet  Union  may  have  been  harvested  without  aseptic 
precautions  and  are  of  uncertain  age.   The  solicitation  suggests 
that  other  processing,  sterilizing,  and  conservation  techniques 
are  held  as  trade  secrets. 

Finally,  reports  of  transmission  of  Creutzfeldt-Jakob  Disease 
(CJD)  in  dura  mater  tissue  imported  from  aboard  were  the  stimulus 
for  FDA  to  exercise  regulatory  authority  over  these  materials. 
In  that  event,  as  uncovered  by  a  CDC/FDA  investigation,  dura 
mater  recovered  from  cadavers  was  processed  without  adequate 
donor  screening  and  processed  in  mass  batches  that  included 
multiple  donors.   Procedures  used  to  sterilize  cadaveric  dura 
mater,  such  as  exposure  to  ethylene  oxide  or  ionizing  radiation, 
are  not  sufficient  to  completely  inactivate  the  CJD  agent.   FDA 
now  requires  that  companies  marketing  such  materials  document  and 
verify  stringent  donor  selection  procedures  and  criteria. 

All  the  specific  examples  discussed  in  this  response  indicate  the 
general  need  for  greater  oversight  for  all  tissues.   However,  the 
risk  of  transmission  of  infectious  disease  from  any  tissue 
transplantation,  regardless  of  origin,  should  not  be  regarded  as 
a  major  threat  to  the  public  health  since  the  reports  of 
transmission  of  infectious  disease  are  rare.   Further,  the  Agency 
has  taken  steps  to  address  each  of  these  episodes  when  they  have 
taken  place. 
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Question:   To  your  knowledge,  what  is  the  character  and 
sufficiency  of  industry  programs  to  ensure  efficacy  of 
transplanted  tissues? 

Response:   FDA  has  made  a  concerted  effort  to  explore  tissue 
banking  practices  and  through  this  effort  has  learned  of  no 
industry  programs  aimed  at  ensuring  efficacy  of  transplanted 
tissues.   We  have  learned  that  effectiveness  of  transplanted 
tissue,  in  certain  circumstances,  is  a  vital  concern  of  patients 
and  health  professionals. 

Question:   Are  there  particular  areas  of  tissue  transplantation 
which  concern  the  department  because  of  their  scope  or  their 
systematic  or  widespread  use  without  formal  oversight? 

Response:   Numerous  tissues  are  recovered  from  cadaveric  donors 
and  used  in  medical  therapy  without  federal  oversight.  The 
predominant  such  tissue  is  bone,  which  was  first  employed  fifty 
years  ago  to  repair  serious  bone  injuries  and  to  treat  defects 
left  by  bone  cancer.   In  the  last  twenty  years,  uses  of  human 
bone,  cartilage,  tendon,  fascia,  and  skin  have  expanded  beyond 
life-sustaining  uses  into  various  forms  of  elective  therapy, 
including  the  repair  of  sports  injuries.   Recently  there  has  been 
a  major  increase  in  such  uses. 

Question:   Do  sufficient  donor  screens,  restrictions,  tests,  and 
standards  exist  to  protect  tissues  as  they  may  be  preserved  for 
use,  or  from  adulteration  by  chemicals  used  to  sterilize  these 
materials. 

Response:   Reference  to  transmission  of  Creutzfeldt-Jakob  Disease 
in  response  to  the  question  above  concerning  foreign  tissues  is 
applicable  here.   Through  our  exploration  of  tissue  banking 
practices,  FDA  has  learned  of  no  official  standards  for 
preservation  of  various  tissues.   FDA  regulates  commercial 
preservation/transport  solutions  as  medical  devices.  The 
evolution  of  preservation  techniques  has  been  characterized  in 
some  instances  by  trial  and  error.   The  medical  literature 
contains  reports  that  a  once-common  processing  technology  for 
allograft  tendon  transplants,  the  use  of  ethylene  oxide 
sterilizing  gas,  results  in  graft  dissolution  in  substantial 
numbers  of  recipients.   Other  reports  in  the  literature  point  to 
potential  dangers  of  ethylene  oxide  degradation  residues  that  may 
remain  embedded  within  tendon  tissue  many  months  after 
transplantation. 

Question:   Does  the  current  system  include  a  record-keeping  and 
disclosure  mechanism  which  is  sufficient  to  properly  inform 
doctors  of  tissue  characteristics  and  patients  from  harmful 
effects? 

Response:   The  current  record-keeping  and  reporting  system  is 
voluntary.   Because  the  industry  itself  is  concerned  that  all 
tissue  banks  are  not  complying  with  these  voluntary  procedures, 
they  have  asked  FDA  to  make  such  a  system  mandatory. 


401 


Question:   Can  you  cite  some  examples  where  use  of  poorly 
performing  tissues  under  the  current  system  have  (1)  resulted  in 
patients  suffering  catastrophic,  even  fatal  consequences  due  to 
their  failure  (heart  valves?),  or  (2)  have  produced  a  significant 
nuni:>er  of  failures  in  procedures  for  non-life-threatening 
problems  (spinal  reconstruction  or  fusions?  knee 
reconstruction?)   If  you  have  difficulty  answering  this  question, 
is  it  because  of  the  lack  of  a  sufficient  adverse  reporting 
mechanism?   Is  a  better  mechanism  needed?   If  yes,  please 
describe  the  appropriate  elements. 

Response:   FDA  has  received  a  report  of  a  sized  and  cryopreserved 
heart  valve  allograft  that  was  delivered  by  ambulance  to  a 
facility  while  the  12-year  old  recipient  was  already  undergoing 
heart-lung  bypass.   The  inner  seal  of  the  package  was  broken  and 
the  valve  itself  exposed  to  freeze-drying  sub-zero  temperatures. 
The  newly-implanted  valve  now  leaks.   In  this  isolated  instance, 
there  may  be  no  connection  between  the  broken  package  and  the 
leakage.   Nevertheless,  FDA  has  identified  for  the  industry  a 
need  for  processors  to  provide  data  showing  the  stability  of 
packaging  materials  to  cryogenic  temperatures  over  time  and 
during  transportation  by  common  conveyances.   The  LifeNet 
testimony  cited  above  describes  abnormal  effects  of  procedures  to 
stabilize  the  cervical  spine  utilizing  foreign  tissue  that 
required  semi-urgent  surgical  intervention  to  correct. 

As  many  of  these  products  remain  unregulated  by  FDA,  responses  to 
this  question  and  others  posed  in  your  letter  are  necessarily 
limited  to  extrapolating  from  the  dura  mater  and  heart  valve 
experience,  as  well  as  presenting  anecdotal  information  culled 
from  people  within  the  industry  and  published  medical  reports. 
Without  adverse  event  reporting  for  these  materials,  an 
epidemiologically  accurate  portrayal  of  the  quantitative  public 
health  significance  of  these  issues  cannot  be  provided.   At  this 
time,  FDA  is  working  to  streamline  and  improve  adverse  event 
reporting  for  the  products  it  regulates,  and  the  system  that 
emerges  from  this  effort  could  be  the  model  for  a  human  tissue 
reporting  system.   However,  there  is  no  current  federally 
mandated  adverse  event  reporting  system  for  tissue  transplants. 

Question:  Could  a  requirement  for  enhanced  labeling  of  tissues 
ensure  greater  safety  for  consumers?  What  are  your  suggestions? 
Please  briefly  describe  your  idea  of  an  accurate  and  balanced 
labeling  requirement,  should  one  not  now  exist. 

Response:   A  nonscientif ic  review  of  current  labeling  of  tissue 
materials  by  tissue  banks  demonstrates  that  many  questions 
relating  to  patient  well-being  are  not  addressed  in  great  detail 
either  in  warnings  or  in  balanced  representations  of  product 
utility.   In  addition,  many  precautionary  statements  are  made  in 
current  labels  that  may  not  be  substantiated  by  adequate 
scientific  evidence.   Such  labels  may  be  misleading  to 
physicians.  Of  course,  many  physicians  may  be  well  aware  of  the 
limitations  of  these  products  and  the  advantages  and 
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disadvantages  of  alternatives  such  as  artificial  tendons  and 
metallic  devices.   FDA  experience  in  labeling  controls  in  other 
areas  has  demonstrated,  however,  that  comprehensive  and  balanced 
labeling,  that  sets  forth  product  indications,  risks,  and 
potential  warnings,  results  in  improved  use  and  enhanced  patient 
outcomes. 

Question:   Are  stricter  standards  and  restrictions  needed  to 
protect  human  tissues  from  adulteration,  inadequate  packaging  and 
poor  preservation  procedures?  What  are  your  suggestions?  Would 
better  record-keeping  by  tissue  harvesters  and  distributors 
ensure  more  efficacious  materials?  What  are  your  suggestions? 

Response:   We  believe  there  is  a  need  for  increased  surveillance 
in  this  area  so  that  improved  products  are  available  to  the 
public.   For  example,  because  of  our  concerns  about  these  issues, 
FDA  has  instituted  premarket  requirements  governing  acceptance 
criteria  for  heart  valve  allografts  that  may  have  minor  defects. 
FDA  has  also  instituted  good  manufacturing  practice  controls  to 
ensure  that  each  valve  is  properly  handled  and  that  the  facility 
has  retained  records  demonstrating  the  processing  technology 
applied.   We  believe  that  such  procedures  are  essential  to  assure 
patients  that  tissue  materials  are  safe  and  will  perform  as 
intended. 

Question:   Would  better  record-keeping  by  tissue  harvesters  and 
distributors  ensure  more  efficacious  materials?  What  are  your 
suggestions? 

Response:   Record-keeping  in  and  of  itself  would  not  ensure  more 
efficacious  products.   We  believe  that  standards  relative  to  the 
recovery,  selection,  processing,  culturing,  sterilization,  and 
preservation  of  tissues  intended  for  transplantation,  along  with 
labeling  that  provides  adequate  instructions  for  use,  would  offer 
the  best  assurance  of  efficacy. 

Question:   What  is  the  best  approach  for  regulation  in  this  area 
and  how  should  it  be  financed?  Would  you  support  a  new  statutory 
framework  to  address  the  problems  described  earlier?  Does  a 
regulatory  framework  already  exist  to  address  these  problems? 
Does  the  Department  currently  have  the  resources  to  pay  for  this 
new  level  of  regulation?   If  not,  should  any  enhanced  oversight 
of  this  industry  be  paid  for  through  user  fees?  Would  additional 
burdens  on  the  industry  outweigh  the  enhanced  safety  likely  to  be 
gained  by  the  public? 

Response:   As  with  any  rapidly  evolving  technology,  the  need  for 
and  scope  of  federal  oversight  should  be  evaluated  carefully.   We 
believe  that  any  additional  federal  oversight  should  be  designed 
to  ensure  patient  safety  and  to  ensure  that  materials  perform  as 
intended,  while  continuing  to  maintain  and  foster  a  climate  that 
encourages  research  and  the  development  of  new  lifesaving 
technology.   Existing  provisions  of  the  Public  Health  Service  and 
Food,  Drug  and  Cosmetic  Acts  provide  FDA  with  the  authority  to 
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regulate  in  this  area;  however,  at  this  time,  FDA  is  also 
exploring  possible  legislative  options  to  achieve  optimal 
oversight  of  human  tissues  for  transplantation.   The  goal  of  such 
legislation  would  be  a  flexible  approach  to  regulation  that  would 
help  to  ensure  safety  and  effectiveness  of  human  tissue  materials 
with  less  potential  to  disrupt  the  supply  of  these  materials  than 
regulation  under  current  authorities.   FDA  has  discussed  this 
option  with  a  number  of  associations  and  individuals  representing 
tissue  banks,  eye  banks,  orthopedic  and  plastic  surgeons,  and  the 
organ  transplant  community.   FDA  believes  there  is  widespread 
community  support  for  a  legislative  solution  to  tissue  regulation 
that  would  provide  a  unified  approach  to  unregulated  tissue 
products,  potentially  simplifying  regulatory  affairs  for  tissue 
banks.   FDA  does  not,  however,  have  current  resources  to  begin  a 
major  new  regulatory  initiative.   The  Department  is  exploring 
whether  fees  assessed  against  tissue  banks  may  be  a  viable  method 
of  establishing  an  effective  regulatory  regime.   Such  a  method  of 
funding  as  part  of  a  focused  and  specific  new  tissue  oversight 
system  would  also  require  new  legislative  authority. 
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We  are  pleased  to  have  the  opportunity  to  share  some  of  our  views  on  tissue 
regulation  in  general  and  about  the  draft  proposed  bill  that  has  been  provided  to  us 
for  comment.  Like  you,  we  believe  that  this  draft  bill  potcntiallv  will  nave  important 
consequences  for  the  protection  of  patients  and  the  continued  development  of  this 
field,  and  it  cenainly  deserves  thorough  analysis  and  a  full  pubhc  debate. 

BACKGROUND 

Founded  in  1986,  Osteotech  processes  musculoskeletal  allograft  tissues  for 
transplantation,  the  most  common  of  which  arc  bone  grafting  procedures.  Initially  a 
private  proprietary  concern,  Osteotech  became  a  publicly  held  corporation  in  the 
simiraer  of  1991.  Our  mission  has  been  to  use  private  funds,  a  dedicated  Research 
and  Development  program,  and  experienced,  medical  products  industry  personnel 
to  develop  and  introduce  new  processing  technologies  and  forms  of  tissue,  in  order 
to  improve  the  safety  and  performance  of  allografts,  thereby  expanding  the  options 
available  to  surgeons.  Osteotech  has  been  able  to  use  its  strengths  to  become  this 
country's,  and  the  world's,  largest  processor  of  allograft  bone  tissue.  Osteotech  is 
the  exclusive  processor  of  musculoskeletal  allograft  tissue  for  the  American  Red 
Cross;  The  Musculoskeletal  Transplant  Foundation,  a  non-profit  consortium  of 
academic  medical  institutions,  organ  procurement  organizations,  and  other  tissue 
recovery ;  Bio  Implant  Services  of  the  Eurotransplant  Foundation;  and  the 
University  of  California  at  Irvine.  Since  our  inception,  we  have  processed  over 
587,220  allografts,  and  we  believe  that  we  now  process  about  50%  of  all  the  allograft 
bone  tissue  that  is  processed  in  the  U.S.  To  accomplish  this,  Osteotech  has 
developed  and  pioneered  innovations  such  as  the  use  of  clean  rooms  and  aseptic 
processing  techm'ques,  both  of  which  are  now  commonly  used  throughout  our 
mdustry.  We  have  also  led  in  the  development  of  surgeon  inscrvice  programs  and 
the  development  of  new  forms  of  allograft.  These  innovations  have  had  a  positive 
impact  in  this  field,  which  had  previously  been  dominated  by  tax-exempt 
organizations.  Patients  and  surgeons  have  benefited  from  an  increased  availability 
of  processed  allograft  tissue,  improvements  in  the  quality  and  general  safety  of 
processed  allogrrft  tissue,  and  from  the  development  of  grafts  to  meet  specific 
surgical  needs. 
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Osteotech  does  not  procure  or  recover  tissue  from  donors,  nor  does  it  own  or 
distribute  this  tissue  to  surgeons  for  use.  Osteotech  processes  for  our  client  tissue 
banks,  which  recover  the  tissue,  send  it  to  Osteotech  for  processing,  and  then 
receive  the  processed  tissue  from  Osteotech  for  distribution.  One  of  Osteotech's 
specialties  has  been  the  scientific  development  and  commercial  introduction  of  new 
technologies  of  tissue  processing  to  provide  increasingly  safer,  more  effective  and 
more  cLimcally  useful  forms  of  tissue. 

However,  while  we  have  been  pleased  with  our  progress  and  that  of  the  industry  to 
date,  it  is  important  to  recognize  that  a  great  deal  remains  to  be  done  in  this  field. 
Tliere  is  still  considerable  room  for  progress  in  areas  such  as  the  prevention  of 
disease  transmission  and  improvements  in  the  performance  of  allograft  tissues  as 
graft  materials,  in  order  to  improve  the  likelihood  of  successful  clinical  results.  By 
w^y  of  example,  while  it  seems  clear  that  the  clinical  record  of  processed  allograft 
bone  tissue  demonstrates  that  this  tissue  can  be  used  safely,  the  rare  and  isolated 
reported  instances  of  disease  transmission  via  the  implantation  of  these  tissues  are 
poignant  reminders  that  we  are  still  in  a  learning  curve,  and  that  today's  current 
practice  may  well  be  obsolete  in  the  future. 

COMMENTS  ON  DRAFT  Rll  f . 

We  believe  that  the  primary  purpose  of  regulation  in  this  field  should  be  the 
improvement  and  protection  of  patients'  health,  and  that  this  overall  goal  can  be 
and  should  be  promoted  by  several  different  though  complementary  efforts  or 
principles.  This  draft  bill  is  a  sound  first  step  in  the  development  oi  legislation  to 
establish  such  regulation.   We  have  pointed  out  some  of  the  key  issues  related  to 
this  subject  and  commented  upon  the  draft  bill  from  the  perspective  of  these  issues 
in  following  observations. 

The  authorization  of  a  single  national  organization  to  regulate  all  aspects  of  tissue 
banking  is  a  necessary  precondition  to  consistent  and  adequate  regulation.  We  are 
pleased  to  see  that  Food  and  Drug  Administration  (FDA)  is  the  entity  authorized  by 
this  draft  bill  to  fulfill  this  function.  FDA's  authority  shoiild  be  preeminent  and 
exclusive.  It  is  unclear  how  the  goal  of  consistent  and  adequate  regulation  to 
protect  the  public  health  will  be  promoted  by  permitting  the  option  of  alternative 
mechanisms  to  accredit  tissue  banks.  The  use  of  such  alternative  mechanisms  will 
undoubtedly  lead  to  a  weakened  system  of  accreditation.  We  feel  that  promotion  of 
patient  health  and  fairness  to  all  regulated  organizations  requires  a  single 
accrediting  and  regulating  entity,  and  that  tiiese  functions  should  not  be  delegated 
to  a  non-governmental  entity.  The  reference  in  the  bill  to  a  "non-profit  entity"  does 
not  address  these  concerns. 

Regulation  is  often  most  effective  when  the  regulated  entities  clearly  understand  in 
which  situations  the  regulations  apply  and  in  wnich  situations  they  are  exempt  from 
regulation.^  This  draft  bill  distinguishes  between  "human  tissue"  and  banked  human 
tissue".  This  bill  establishes  a  special  regulatory  scheme  for  banked  human  tissue, 
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and  any  form  of  human  tissue  that  does  not  meet  this  definition  would  be  subject  to 
different,  existing  regulation,  depending  upon  the  classification  by  FD_A  of  the 
particular  type  of  tissue  product-  The  disnnctions  between  the  terms  "human  tissue" 
and  "bankedhuman  tissue"  must  be  clear,  useful  and  appropriate  for  the  regulation 
to  be  effective  and  to  avoid  arbitrary  and  inconsistent  application  of  the  reflation. 
It  does  not  appear  that  these  definitions  adequately  meet  these  standards.  We  must 
remember  that,  as  time  passes,  development  of  regulation  proceeds  with 
inaeasingly  less  reference  to  the  legislative  history  associated  with  such  a  bill,  so  the 
language  of  the  bill  must  be  adequate.  The  current  status  of  medical  device 
regulanon  .should  remind  us  of  this  phenomenon;  it  is  hard  to  imagine  that  the 
drafters  of  the  Medical  Device  Amendments  had  in  mind  the  type  of  regulation 
currently  in  force  today.  The  legal  distinctions  between  human  tissue  and  banked 
human  tissue  should  be  redrawn,  and  this  process  should  be  open  to  aD  significant 
members  of  the  tissue  bank  community.  We  should  avoid  allowing  the  interests  of 
particular  groups  to  drive  such  a  fundamental  determination  without  a  thorough 
debate  about  the  consequences  of  the  proposed  definitions.  It  should  be  further 
noted  that  many  of  the  tax-exempt  organizations  have  interests  that  are  common  to 
each  other,  but  which  are  often  different  from  those  of  proprietary  firms. 

It  also  is  generally  agreed  that  regulation  is  effective  only  when  it  is  clearly 
understood  by  all  parties  involved.  The  special  regulation  proposed  by  this  bill  will 
use  standards  that  will  be  developed  in  the  future  and  are  thus  not  yet  defined,  and 
also  makes  use  of  certain  parts  of  the  Misbranding  and  Adulteration  provisions  of 
the  Food,  Drug  and  Cosmetic  Act.  It  appears  that  this  approach  provides  FDA  with 
little  guid'ance  concerning  the  direction,  scope  and  nature  of  the  regulatory  scheme 
to  be  developed.  We  beheve  that  more  specific  reference  to  existing  regulatory 
schemes,  such  as  Part  820  of  Title  21  concerning  Good  Manufacturing  Practices  for 
medical  devices,  would  be  very  helpful  and  appropriate.  In  these  days  of  scarce 
resources  and  discussions  of  legislative  intent  concemine  regulation,  it  may  be 
productive  to  be  more  specific  and  to  make  use  of  established  regulatory  precedent 
when  drafting  a  new  regulatory  scheme.  This  is  especially  the  case  when  it  is 
expected  that  FDA  may  apply  various  standards  from  regulations  for  medical 
devices  and  biologicals  to  the  regulation  of  banked  human  tissue. 

We  applaud  the  development  of  a  Tissue  Advisory  Panel.  We  feel  that  such  an 
Advisory  Panel  would  be  helpful  to  FDA,  especially  given  the  diversity  of  issues 
associated  with  different  types  of  banked  human  tissue.  We  are  concerned  that  the 
language  in  the  draft  bill  does  not  make  reference  to  providing  a  composiUon  of 
industry  representatives  that  can  represent  all  sectors  of  this  industry,  and  suggest 
that  such  language  be  added.  This  will  be  particularlyimportant  if  the  Advisory 
Panel  is  to  provide  information  about  innovation  to  FDA  because  much,  if  not  most, 
of  the  progress  in  this  field  itself  derives  from  the  use  of  innovation  developed  by 
private  funds  to  develop  proprietary  processes. 
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The  improvements  in  the  field  of  tissue  banking  that  have  occurred  over  the  last  few 
years  have  most  often  been  the  result  of  investment,  as  is  typically  the  case  in  the 
Gelds  of  medicine,  pharmaceuticals,  medical  devices,  and  biotechnology.  At  the 
same  time,  there  seems  to  be  an  ambivalence  among  certain  sectors  oFthe  tissue 
banking  community  concerning  the  development  of  proprietary  technology.  We 
must  make  certain  that  the  interests  of  pauents  and  clinicians  are  served  by 
protecting  mvestments  made  by  organizations  to  develop  new  processes  tissue 
products,  or  other  intellectual  property.  The  bill  then  would  be  promoting 
continued  progress  in  this  field.  Language  in  this  bill  should  make  clear  that  the 
confidential  details  of  submissions  to  FDA  in  order  to  obtain  approval  for  new 
developments  will  remain  confidential,  not  subject  to  public  disclosure,  will  remain 
the  property  of  the  sponsoring  organization,  and  that  the  sponsoring  organization 
will  not  be  mandated  to  license  this  technology  to  other  organizations. 

Osteotech  welcomes  the  opportunity  to  participate  in  the  process  of  developing 
legislation  for  the  regulation  of  tissue  banks,  and  we  will  offer  our  support  in  any 
way  appropriate.  •' 
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November  9.  1993 


Rep.  Ron  Wyden 

Chairman,  Subcommittee  on  Regulation, 

Business  Opportunities  and  Technology 
Committee  on  Small  Business 
B-363  RHOB 

U.S.  House  of  Representatives 
Washington  DC  20515 

RE:  Draft  "Human  Tissue  Act  of  1993" 

Dear  Rep.  Wyden: 

I  am  writing  to  offer  comments  on  the  draft  "Human  Tissue  Transplantation  Act  of 
1993."  Please  include  this  letter  in  the  record  of  the  October  15,  1993  hearing  on  the 
Regulation  of  Human  Tissue  Banks  before  the  Small  Business  Subcommittee  on 
Regulation,  Business  Opportunity,  and  Technology. 

The  American  Association  of  Blood  Banks  (AABB)  is  the  professional  medical  society 
for  approximately  2,400  community,  regional  and  Red  Cross  blood  centers,  hospital- 
based  blood  banks  and  transfusion  services  and  over  8,800  individuals  engaged  in  blood 
banking  and  transfusion  medicine.   Our  member  facilities  are  responsible  for  collecting 
virtually  all  of  the  nation's  blood  supply  and  for  transfusing  more  than  80  percent  of  the 
blood  used  for  patient  care  in  the  United  States.  The  AABB  maintains  an  inspection 
and  accreditation  program  that,  in  tandem  with  the  Food  and  Drug  Administration's 
(FDA)  regulatory  activities,  assists  our  members  in  maintaining  a  safe  and  adequate 
blood  supply  for  the  American  people. 

In  addition,  287  blood  banks,  which  constitute  more  than  14  percent  of  our  institutional 
membership,  collect,  process  and/or  distribute  a  variety  of  tissues.   The  AABB  supports 
and  applauds  your  efforts  to  improve  FDA's  ability  to  effectively  regulate  the  collection, 
processing,  distribution,  and  use  of  human  tissue.   While  the  agency's  regulation  of  blood 
services  serves  as  a  good  model  for  tissue  regulation,  existing  regulatory  schemes  are  too 
rigid  for  optimal  tissue  regulation. 

Essential  Principals 

The  AABB  supports  the  following  principles,  which  are  essential  to  tissue  regulation  and 
which  we  are  pleased  to  find  in  your  legislation: 
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•  Immediate  compulsory  registration  of  all  tissue  banks  to  determine  the 

scope  of  tissue  banking  activity, 

•  Development  of  tissue-specific  donor  selection  criteria; 

•  Development  of  uniform  standards  for  collection,  processing,  packaging, 
storage  and  record  keeping;   and 

•  Development  of  standardized  programs  to  track  tissue  from  donor  to 
recipient. 

Imported  Tissue 

Imported  human  tissue  should  be  quarantined  unless  the  importer  can  establish  that  the 
foreign  tissue  was  collected,  processed,  packaged,  and  shipped  in  accordance  with  U.S. 
standards. 

FDA  Regulation 

The  FDA  should  regulate  human  tissue  within  its  Center  for  Biologies  Evaluation  and 
Research  and  tissues  currently  in  use  should  have  "pre-enactment  status"  so  that  they  are 
exempted  from  Pre-Market  Approval  "PMA"  requirements.   Processors  of  new  types  of 
tissue  should  be  required  to  demonstrate  the  tissue's  safety  and  efficacy. 

We  are  pleased  that  your  legislation  would  establish  a  "Tissue  Advisory  Committee"  to 
advise  the  agency  on  tissue  regulatory  issues. 

User  Fees 

The  AABB  understands  the  costs  associated  with  tissue  regulation  and  the  need  to 
provide  the  FDA  adequate  resources  to  accomplish  its  legislated  regulatory  mission. 
Although  the  AABB  is  receptive  to  partial  funding  of  tissue  regulation  through 
reasonable  user  fees,  it  is  clear  that  start  up  costs  and  much  of  the  annual  costs  of  a 
regulatory  program  for  human  tissue  must  come  from  federal  appropriations. 

Requiring  tissue  banks  to  finance  all  of  the  FDA's  expenses  for  tissue  regulation  would 
cause  major  disruptions  within  the  industry  and  could  jeopardize  the  nation's  tissue 
supply.   It  is  essential  that  any  user  fees  remain  small,  so  as  not  to  jeopardize  the 
operation  of  nonprofit  tissue  banks. 
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The  AABB  supports  legislative  language  guaranteeing  that  tissue  bank  user  fees  are 
allocated  to  the  agency's  tissue  regulation  activities.   We  are  pleased  that  section  six  of 
your  September  29  Discussion  Draft  incorporates  this  important  concept. 

We  are  concerned,  however,  that  the  draft  legislation  would  leave  the  amount  of  user 
fees  to  the  sole  discretion  of  the  Secretary  of  Health  and  Human  Services  (HHS).   We 
are  unable  to  support  such  an  open-ended  proposal. 

Accrediting  Agencies 

The  AABB  opposes  tissue  bank  licensure  and/or  regulation  by  non-FDA  accrediting 
agencies.    The  tissue  banking  community  is  small.   Inspection  and  regulation  by  non- 
FDA  accrediting  agencies  would  surely  present  conflicts  of  interests  and  may  result  in 
inappropriate  regulatory  decisions.   Although  the  AABB  sets  standards  and  maintains  an 
inspection  and  accreditation  program,  we  believe  voluntary  standards  should  be  separate 
from  but  congruent  with  federal  standards.  To  ensure  complete  objectivity,  the  FDA 
itself  should  inspect  tissue  banks. 

Conclusion 

The  AABB  supports  your  effort  to  define  through  legislation  the  FDA's  appropriate  role 
in  human  tissue  regulation.   However,  it  is  essential  that  tissue  regulation,  especially  the 
user  fees  component,  be  crafted  so  that  innovation  and  the  supply  of  tissue  are  not 
stifled  or  jeopardized.   To  achieve  these  goals,  it  may  be  necessary  to  explore  less  costly 
regulatory  options. 

We  thank  you  for  your  attention  to  our  concerns.   Please  do  not  hesitate  to  contact  me 
or  Paul  Barber,  AABB's  Legislative  Counsel,  with  any  questions. 

Sincerely, 

THE  AMERICAN  ASSOCIATION  OF  BLOOD  BANKS 


Charles  H.  Wallas,  MD 
President 
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Purpose:  To  amend  the  Federal  Food,  Drug,  and  Cosmetic  Act  (the 
Act)  to  ensure  that  human  tissue  intended  for  transplantation  is 
safe  and  effective,  and  for  other  purposes. 

fSec.  3]  Banked  human  tissue  is  any  human  tissue  used  for  medical 
treatment  that  is  procured,  processed,  stored  or  distributed  and 
subject  to  controls  that  prevent  the  transmission  of  infectious 
disease  and  preserve  clinical  utility. 

fgec.  4]  Exclusions  include  whole  organs,  blood,  sperm,  human 
milk  and  immediate  autograft,  ie.,  not  processed  or  stored). 

fSec  5]   Tissue  that  does  not  meet  the  definition  will  be 
considered  a  drug  or  device.   This  anticipates  hybrid  products 
that  use  human  tissue. 

fSec.  6]   The  legislation  uses  safety  and  effectiveness 
regulations  that  will  be  promulgated  by  the  Secretary  upon  the 
recommendation  of  an  advisory  committee.   Safety  requirements 
include  donor  screening,  testing  and  tracking.   Effectiveness 
requirements  rely  on  Good  Tissue  Banking  Practices  (GMPs) . 
Labeling,  promotion  and  advertising  requirements  may  be 
prescribed  by  the  Secretary. 

Tissue  banks  must  register  and  obtain,  through  application,  a 
permit  to  operate.   Permits  are  valid  for  up  to  three  years.   An 
initial  application  may  be  made  directly  to  FDA  or  by  an 
"accredited  application"  through  a  duly  authorized  non-profit 
organization  that,  based  on  assurances  to  the  Secretary,  may 
declare  initial  compliance  with  safety,  efficacy  and  labeling 
requirements.   Permits  may  be  modified,  revoked  or  denied. 
Investigational  permits  are  available  and  the  information  may  be 
afforded  proprietary  protection.   Permit  fees  may  be  assessed. 

The  Secretary  may  approve  a  non-profit  organization  to  asses  a 
tissue  bank's  initial  compliance.   The  accrediting  organization 
must  meet  certain  requirements,  such  as  no  conflict  of  interest, 
and  report  to  the  Secretary  those  banks  that  fail  their 
assessment.   This  mechanism  will  help  cope  with  the  initial 
compliance  assessment  of  a  newly  regulated  group,  estimated  at  a 
few  hundred  establishments  and  identify  substandard  banks.   FDA 
will  audit  this  inspectional  program  and  may  withdraw 
authorization  of  the  accrediting  organization. 
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[Sec,  71  Violations  rely  on  standard  FD&C  adulteration  and 
misbranding  provisions.   Adulteration  charges  include  GMP  and 
investigational  exemption  violations.   Misbranding  charges 
include:  failure  to  warn,  failure  to  package  properly,  misleading 
packaging,  failure  to  have  a  valid  permit  or  failure  to  comply 
with  records  and  information  requirements. 

Firms  must  register  within  6  months  of  enactment.   Registration 
requirements  are  integrated  in  Section  510  of  the  Act. 
Registration  fees  may  be  assessed.   Records  and  report 
requirements  are  included  in  Sec.  519  of  the  Act. 

Investigations  and  inspectional  authorization  and  requirements 
are  integrated  into  section  702  and  704  respectively  of  the  Act. 
Interstate  commerce  is  presumed  through  an  addition  to  Sec.  709 
of  the  Act. 

Import  and  export  requirements  are  integrated  in  section  801  of 
the  Act. 

Enforcement  tools  use  standard  prohibited  acts  and  penalties, 
including  seizure  and  Section  518,  for  purposes  of  tracking, 
recalls  and  notification. 

[Sec.  8]   The  Secretary  is  authorized  to  establish  an  advisory 
committee  that  must  meet  within  one  year  of  enactment  on  a 
quarterly  for  the  following  three  years  to  establish  and  make 
recommendations  to  the  Secretary  for  standards.   The  composition 
and  duties  reflect  current  advisory  panel  functions  for  FDA. 

[Sec.  91   The  Secretary  is  authorized  to  establish  user  fees  for 
registration  and  the  issuance  of  permits.   Registration  fees  are 
an  annual  requirement.   Permit  fees  may  be  assessed  upon 
issuance,  or  reissuance  of  a  permit  (every  three  years.)   Fees 
are  based  on  gross  revenues.   The  user  fees  for  Prescription  Drug 
provides  a  precedent. 
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FrUtf,  Stptttnhtr  17,  1M3   P»Ct  J 


Coroner's  budget  problems 
uncontested  by  Police  Jury 


By  DON  REOMAN 

Sirf  WTtW 


COVmOTON  ~  The  St. 
Tunmtny  Partsh  Police  Juiy 
refuMd  ImC  Dlfbt  to  address  t 
growing  concern  with  the  con- 
tlnulnf  budjeUny  problem* 
facing  t))«  Corooer't  office. 

P(d!ice  Juiy  Sieve  Stefan- 
dk  WSJ  the  lone  dlasenter  In 
the  vote  to  remove  from  the 
agenda  a  resolution  re(iujrln( 
Coroner  Dr.  Ted  Drustowka  to 
offer  a  fuS  sccountlnj  and  dls- 
dosure  c(  hi»  fcc«. 

The  Caxjnct*  office  has 
exceeded  Its  budje4  by  an  esti- 
mated ♦  1M.007  over  three  of 
the  past  four  year*.  The 
offlce's  projected  ahortfall  for 
the  1993  ftacal  rear  was  esti- 
mated at  $22,670. 

The  cnrooer  exceeded  hi* 
budget  tn  1989.  1090  end 


1992,  recces  show,  b)  19S9 
the  coromer  was  $53,000  over 
budget  In  1990  the  budgeted 
•mouBl  was  $126,012,  but 
Brustowicz  spent  #192,994, 
He  spent  $213,767  U*(  year 
after  being  budgeted 
$206,463. 

The  poUce  Jury  did  asslAi 
Dave  Doherty.  Jr.  to  head  a 
worit  group  to  look  Into  medi- 
cal service*  provided  at  the 
parish  Jail.  Those  services  are 
currently  being  proMded  for 
by  Bruslowto,  ;v- 

Ta  not  gotog  to  let  this 
issue  die,*  Oohoiy  said.  - 

In  other  matters: 
*  Theproposed  lot  size  zootng 
variance  (A-7)  died,  with  only 
Jury  president  Kevin  Davl* 
voting  In  favor  of  amaOo'  lot 
Size*  under  certain 
condition*. 

1  still  believe  there  are 


places  for  smaller  lot*.*  Davis 
said,  adding  that  the  Impact  of 
the  lur/s  action  wont  be  real- 
Jted  for  at  least  two  year*. 
*'  The  Jury  authorized  Kevin 
Davis  to  begin  looldng  more 
cioeely  Into  the  possibllty  of 
relocating  moot  of  the  parish's 
administrative  complex  &va 
downtown  Covington  to 
parish-Owned  property  00 
Hwjr.  69  in  MandevUle. 
^  Tlie  Issue  as  to  whether  or 
not  the  Jury's  "use  Lax"  will  be 
Ulted  on  Initial  purchases  OC 
video  cassette*  was  placed  on 
hold.  The  Jury  voted  unonim- 
ousty  to  send  the  Issue  back  to 
cwiimittee.  '    '■ 

Video  star  owners,  recco- 
\ij  stung  by  an  audit  ol  their 
books,  have  been  forced  to  POT 
thre«  year*  wcrth  of  back 
taxes. 
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Coroner  denies  knowledge  of  forgeries 


■  Complatntjlled:  The  conyjlalnant  coiM  not  deter- 
mine who  forged  the  result 


By  BUTCH  DAOON 

Wtw«  Bann«f  R«port«> 

A  non-profl[  New  Jersey 
foundation  hai  Uleged  that 
bone  tlMue  test*  on  eight 
donor*  re/trred  by  the  St. 
Tammany  Parish  Coroner"! 
Office  were  forged. 

Partth  Coroner  Dr.  Ted 
Brustowtcz  denJcd  Thursday 
any  compUclty  In  the  alleged 
formal  e«. 

Those  test*  indicate 
whether  the  bone  tissues  are 
Infected  with  the  AIDS  virtis. 
KcpaUtts  B  or  other  commun- 
tc«Dle  diseases,  said  Bruce 
Stroever.  executive  director  of 
the  Musculoskeletal  Trans- 
pJant  PoundaUon  of  Holmdcl, 
NJ.  The  foundation  If  a  non- 
profit ccnsortlum  of  medical 
schools,  hospitals  and  organ 
procurenvent  organizations, 
■Stroever  said. 

Stroever  said  In  his  com- 
plaint  that  serology  test 
results  et  the  eight  donors 
were  forged  in  February, 
March  and  April  of  1990.  AH 
el^t  donors  were  recovered  at 
the  St  TlUTimany  Parish  Cor- 
oner's facility,  he  said. 

The  fcundation  was  able  to 
determine  that  in  the  two 
cases  where  the  donated 
tissue  had  been  dJstilbuted  to 
the  public,  there  was  no 
Infectous  diseases  present 
Stroever  said.  Of  the  six 
remaining  Ossues  which  had 
been  retained  by  the  founda- 
tlcn,  five  had  to  be  rejected 
becmisc  no  Wood  or  strum 
was  available  to  make  a  deter- 
minatioa  he  sskL 

In  •  telephooe  Interview 
thl*  week.  Stroever  said  he 
could  not  deteiminejust  who 


forged  the  test  results.  He  said 
a  foundation  employee  based 
in  Louisiana.  Maiy  Kay  Cesch, 
was  reponsible  for  ensuring 
that  (est  report*  on  doner 
tissue  are  fllecL 

Stroever  said  it  was  possi- 
ble that  Cesch  could  have 
received  Ihe  forged  lest  results 
from  another  source. 

Brustowlcj!  said  neilher  he 
nor  any  of  his  employees  were 
responsible  for  the  test  forge- 
ries. Cesch.  who  disappeared 
In  late  1990  or  early  1991, 
could  not  be  reached  for 
comment. 

Brustowicz  said  he  and 
Cesch  went  Into  business 
together  on  June  12,  1990 
harvesting  human  bone  tissue 
for  transplant  purposes  under 
the  auspices  of  Ufeservices  of 
Louisiana.  Records  m  the  par- 
ish Clerk  of  Court's  office  show 
that  Ufcservlces  was  Incor- 
porated June  12.  1990.  Those 
records  name  Cesch  and 
Brustowicz  as  the 
Incorporators. 

Brustowicz  said  he  discov- 
ered. aAer  Cesch's  disappear- 
ance, that  she  had  taken 
W.OOO  to  $10,000  m  cash, 
copy  and  FAX  machine*  that 
belonged  to  Uftservlcc*.  He 
said  he  did  not  report  (he  (hdt 
to  law  enforcement  authori- 
ties because  Cesch  was  long 
since  gone*  before  the 
discovery. 

When  asked  how  much 
time  had  elapsed  between  hv 
dlsappearance  and  dlscovenr 
of  the  thcA.  Bru«tcwict  saM. 
"about  a  week.' 

Brustowtcz  later  said  that 
he  also  discovered  Oetch's 
whereabouts  In  Arkansas  and 
thought  he  could  get  her  le 
return  the  cash  and  equip- 


roent  without  Involving  police, 
but  she  did  not  do  so.  When 
.  asked  to  spedly  which  town  in 
Arkansas.  Brustowicz  said  he 
couldn't  remember,  but  that  It 
wa»  somewhere  In  the  little 
Rock  area. 

He  said  bone  tissue  Is 
recovered  from  bodies  at  (he 
St.  Tammany  Parish  Morgue 
at  Southeast  Louisiana  Hospi- 
tal In  MandeviDe.  He  said  he 
alway*  obtained  permission 
from  next-of-kin  before 
harvesting  the  bone  tissue. 
Lifeservices  of  Louisiana  is 
a  non-profit  foundation, 
according  to  Brustowld  He 
said  (hat  he  pays  part  of  a  cor- 
oner's employee'*  salary  with 
some  of  the  professional  f(«s 
received  by  Ufcscivices.  He 
also  taid  (hat  he  and  his  chief 
Investigator,  Jim  Hamler. 
have  accepted  some  money  for 
duties  performed  on  behalf  of 
Ufeservices  of  Louisiana. 

Assistant  District  Altomey 
Harry  Pastuszek  said  he  could 
find  no  evidence  thai  any  stnte 
statutes  had  l>een  violated 
with  regard  to  the  forged  test 
resuh*.  He  «aid  a*  a  result,  he 
did  not  puraue  criminal 
charge*. 

P8$lus7.ek  also  said  he  did 
not  Inlervlew  Cesch.  He  snld 
he.  or  someone  in  hit  olDce, 
did  speak  with  Bruslowks, 
but  only  to  determine  If  he 
(Brustowicz)  knew  Cesrh. 


Slroever  also  filed  a  similar 
complaint  with  the  stnte 
Department  of  Health  and 
Hospital*.  Thjdy  Horton,  oi 
DHH,  said  Tliursday  that  « 
DHH  InvesUgator  looked  Into 
the  allegaUon*  and  lUed  a 
report  with  Ihe  St.  Tammany 
Parish  District  Atlomey't 
office.  ■' 

Horton  declined  to  provldt 
a  copy  of  the  Investigator's 
report  to  the  News  Bannei 
saying  It  was  part  ofa  ■dminal 
InvesUgaUon.  Horton  said  she 
would  l)e  wfllin^  toprovide  (he 
report  copy  If  u,e  ontnci 
Attorney  would  allow  it, 
release. 
Pastuszek  declined  Fnday 

lAlldng  wiih  Horton  first.  He 
aald  he  might  agree  to  release 
the  report  at  a  later  date 
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'oroner  should  retire  from 
le  bone  harvest  business 


'«rt»h  Cormer  Dr.  TM  BnutowXa  hM. 
ce  June  1990.  be«n  engaged  In  rcccvoliM 
>e  Omuc  fcr  buro*n  tniuplant.  He  rorrrxd 
<co-preAl  Miniptiqr  (a  um  u  i  dcannf 
JM  Uttue*  he  ooDcdi. 
/■nAuional  feei  coSccIed  for  hvvcsdrtf 
:  booe  Omuc*  |o  Into  (he  Rmpan/  UU. 
kWtcwles  Mki  be  uid  hli  chief  invaUjator 
1  HiaJer  •omcUmct  cgOecl  fee*  from  Utc 
npangr  fcr  wa-k  performwl  h«rvtsUrij  the 
niea. 

Pv  any  other  doctor,  Ihl*  would  be  an 
■T>lr»ble  pnjcc4.  Any  oUier  doctor  except  ■ 
rish  coroner  and  hit  chJrf  invettlfilor. 
itt  Uw.  KKdDcally  Rcvttcd  SiXute* 
:23M.2an<I  17:MM.3.  provides  that  'cor- 
er«.  deputy  coronert,  or  kf  »1  rtprtaenU- 
:  or  afcnt*  m«y  not  derive  tnjr  direct  <r 
llrect  Hoancuf  benefit  rcJaUvc  (o  Ott 
n^nd,  don^Uoo  or  UK  ef  Udney*,  heart, 
1^  Itvtr.  mA  tiMue  or  bona.  ..<.'•■ 
B7  aoo^tinc  •  talanr  or  pajrmcnt  for  ter- 
«•  In  hwcatkig  Ih*  bene.  Or.  BmUowIca, 
hU  OMi  iKknltslon.  viclatcd  the  Uw  m  did 
I  chtc^invcstKalcr.  Bniilowta  uld  he  did 
(  know  (he  Uw  exiated. 


There  are  other  agendea  conectta|  booe 
Oiaue.  heart*  and  other  bo()]r  part*  fv  hum  an 
traiuplant  Manjr  arc  ncn-prodt,  other*  art 
for jproAL 

■rte  ooroner'imorfue  —  a  taxpayer farllitj, 
no<  one  owned  by  Brutlowlci  or  hi*  compam 
— 11  u*ed  to  harvt*t  the  ll9>uea.  One  doe*n\ 
have  10  know  the  law  loknow  thi*  I*  a  conflict 
vt  Inleieat. 

Brustowtcz  I*  In  a  poatlon  to  have  treat 
InHutnce  over  hotpllaJ  oOlctal*  In  SL  Tam- 
many Pariah.  The  coroner'*  power  I*  wtO 
known  to  those  olSdala  and  they  might  be 
hesllant  to  deal  with  the  more  ejlabllshed 
non-proAt  organluUon  known  at  the  Loul- 
■lana  Organ  Procurement  Agency  M  New 
Orlean*  or  the  fcr  proAl  Southern  TVanaplant 
Servtcts  m  Jcflenon  Panih. 


*tlrii  (oalriUy  to'Dle  law  }<i(h  hi*  bone 
harvegtMvtatur^.  but  Aedoeanow.  Though 
ther<^U  nb  petuTty  fU  VlWailn  j  thit  law  -  the 
Le0i)ature  never  got  around  to  writing  one  — 
Bruttowtcz  ought  10 lmme<llatety  atop  collect- 
trvg  bone  UMue*. 


Idont  think  il  it  going  lo  btnefil  t\'<ryone, 
only  the  wealthy.  It  will  fxnffit  tht  bujivji 
owner  and  not  the  people  who  really  nttd 
tome  type  of  plan.  Il'i  a  shame  llhoiiotx  this 
way. 


Il  team  me.  Tht  government  hasolrecdy 
bolchidHrdicareondMedicoJe.  Wlialnut? 
I  really  feel  they'll  do  Ihe  same.  It's  a  gn\ern- 
meat  i>toi-uiin  jnd  yoit  know  hou  that  i* 
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